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October  5,  1992. — Committed  to  the  Committee  of  the  Whole  House  on  the  State  of 
the  Union  and  ordered  to  be  printed 


Mr.  Dingell,  from  the  Committee  on  Energy  and  Commerce, 
submitted  the  following 


REPORT 

together  with 
DISSENTING  VIEWS 

[To  accompany  H.R.  3642] 
[Including  cost  estimate  of  the  Congressional  Budget  Office] 

The  Committee  on  Energy  and  Commerce,  to  whom  was  referred 
the  bill  (H.R.  3642)  to  amend  the  Federal  Food,  Drug,  and  Cosmetic 
Act  to  enhance  the  enforcement  authority  of  the  Food  and  Drug 
Administration,  and  for  other  purposes,  having  considered  the 
same,  report  favorably  thereon  with  an  amendment  and  recom- 
mend that  the  bill  as  amended  do  pass. 
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The  amendment  is  as  follows: 

Strike  out  all  after  the  enacting  clause  and  insert  in  lieu  thereof 
the  following: 

SECTION  1.  SHORT  TITLE;  REFERENCE;  TABLE  OF  CONTENTS. 

(a)  Short  Title. — This  Act  may  be  cited  as  the  "Food,  Drug,  Cosmetic,  and  Device 
Safety  Amendments  of  1992". 

(b)  Reference. — Except  as  otherwise  provided,  whenever  in  this  Act  an  amend- 
ment or  repeal  is  expressed  in  terms  of  an  amendment  to,  or  repeal  of,  a  section  or 
other  provision,  the  reference  shall  be  considered  to  be  made  to  a  section  or  other 
provision  of  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

(c)  Table  of  Contents. — 

Sec.  1.  Short  title;  reference;  table  of  contents. 

Sec.  2.  Recalls. 

Sec.  3.  Temporary  detentions. 

Sec.  4.  Civil  money  penalties. 

Sec.  5.  Inspections. 

Sec.  6.  Imported  products. 

Sec.  7.  Interstate  commerce. 

Sec.  8.  Biological  products. 

Sec.  9.  Vitamins,  minerals,  and  herbs. 

SEC.  2.  RECALLS. 

(a)  Recalls. — Chapter  III  is  amended  by  adding  at  the  end  the  following: 

"SEC.  311.  ADMINISTRATIVE  RECALLS. 

"(a)  Food,  Drug,  and  Cosmetic  Recalls. — 

"(1)  In  general. — If,  after  providing  notice  and  an  opportunity  for  an  infor- 
mal hearing,  the  Secretary  determines  that  there  is  a  reasonable  probability 
that  a  food,  drug,  or  cosmetic  will  cause  serious  adverse  health  consequences  or 
death,  the  Secretary  shall  issue  a  written  order  requiring  the  appropriate  par- 
ties (including  the  manufacturer,  importer,  distributor,  or  retailer  of  such  prod- 
uct) to  immediately  cease  any  distribution  of  the  food,  drug,  or  cosmetic  and  to 
recall  it  from  commercial  distribution  and  use.  The  order  may — 

"(A)  specify  a  timetable  in  which  the  recall  of  the  food,  drug,  or  cosmetic 
shall  occur,  and 

"(B)  require  periodic  reports  to  the  Secretary  describing  the  progress  of 
the  recall. 

The  order  shall  be  considered  final  agency  action.  The  Secretary  may  delegate 
the  authority  to  issue  such  an  order  only  to  the  Commissioner  or  a  single 
Deputy  Commissioner. 

"(2)  Order. — An  order  issued  under  paragraph  (1)  shall  provide  for  notice  to 
individuals  subject  to  risks  associated  with  such  food,  drug,  or  cosmetic  or  shall 
furnish  an  explanation  for  not  providing  such  notice.  In  providing  such  notice, 
the  Secretary  may  use  the  assistance  of  health  professionals. 

"(3)  Upon  request  from  a  person  who  is  subject  to  an  order  issued  under  para- 
graph (1),  the  Secretary  shall  stay  the  applicability  of  such  order  to  such 
person — 

"(A)  for  24  hours,  or 

"(B)  until  a  Federal  court  with  jurisdiction  acts  on  a  request  for  a  judicial 
stay  made  by  such  person  within  such  24  hours, 
whichever  is  later.". 

(b)  Judicial  Recall  Authority. — Section  302(a)  (21  U.S.C.  332(a))  is  amended  by 
adding  "(1)"  after  "(a)"  and  by  adding  at  the  end  the  following: 

"(2)  Any  district  court  of  the  United  States  may  order  any  appropriate  person  (in- 
cluding the  manufacturer,  importer,  distributor,  or  retailer  of  a  food,  drug,  device, 
or  cosmetic)  to  recall  a  food,  drug,  device,  or  cosmetic  if  the  court  finds  that  there  is 
a  reasonable  probability  that  the  food,  drug,  device,  or  cosmetic  will  cause  serious 
adverse  health  consequences  or  death.". 

(c)  Conforming  Amendments. — 

(1)  Subsection  (e)  of  section  518  (21  U.S.C  360h)  is  transferred  to  section  311 
(as  added  by  subsection  (a)),  is  added  after  subsection  (a),  and  redesignated  sub- 
section (b).  The  heading  for  such  subsection  is  repealed  and  the  following  is  in- 
scrtgd  after  "(b)  Device  Recalls  " 

(2)  Section  201  (21  U.S.C.  321)  is  amended  by  adding  at  the  end  the  following: 
"(gg)  The  term  'district  court  of  the  United  States'  includes  any  United  States 

court  of  the  Territories.". 

(3)  Section  301  (21  U.S.C.  331)  is  amended  by  adding  at  the  end  the  following: 
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"(u)  The  failure  to  comply  with  a  recall  order  under  section  311.". 

(4)  The  heading  for  section  302  (21  U.S.C.  332)  is  amended  by  inserting  "and 
judicial  recall"  after  "injunction". 

(5)  The  heading  for  chapter  III  is  amended  to  read  as  follows:  "PROHIBITED 
ACTS,  PENALTIES,  AND  AUTHORITIES". 

SEC.  3.  TEMPORARY  DETENTIONS. 

(a)  Devices  and  Drugs.— Section  304(g)  (21  U.S.C.  334(g))  is  amended— 

(1)  by  inserting  before  "device"  each  place  it  appears  the  following:  "drug  or", 

(2)  by  inserting  after  "misbranded"  the  following:  "or  in  violation  of  this 
Act", 

(3)  by  striking  out  "he"  and  inserting  in  lieu  thereof  "the  Secretary",  and 

(4)  by  adding  after  the  3d  sentence  in  paragraph  (1)  the  following:  "In  deter- 
mining whether  a  temporary  detention  should  be  ordered  under  this  paragraph 
and  in  determining  the  period  of  such  detention,  the  Secretary  shall  consider 
the  intended  use  of  the  drug  or  device,  whether  the  drug  oi"  device  is  in  short 
supply,  and  the  shelf  life  of  the  drug  or  device.". 

(b)  Foods  and  Cosmetics. — Section  304  (21  U.S.C.  334)  is  amended  by  adding  at 
the  end  the  following: 

"(h)(1)  If,  during  an  inspection  conducted  under  section  704,  an  officer  or  employee 
of  the  Department  has  reason  to  believe  that  a  food  or  cosmetic  is  in  violation  of 
this  Act  and  that  the  violation  involves  fraud  or  a  risk  to  health,  such  officer  or 
employee  may  order  the  food  or  cosmetic  detained  (in  accordance  with  regulations 
of  the  Secretary).  Such  detention  shall  be  for  a  reasonable  period  which  may  not 
exceed  20  days  unless  the  Secretary  determines  that  a  period  of  detention  greater 
than  20  days  is  required  to  institute  an  action  under  subsection  (a)  or  section  302,  in 
which  case  the  Secretary  may  authorize  a  detention  period  of  not  to  exceed  30  days, 
except  that  in  the  case  of  a  seasonal  product  (as  defined  by  the  Secretary  by  regula- 
tion), detention  shall  be  for  a  period  not  to  exceed  7  days  or  such  other  period  as  the 
Secretary  may  prescribe  in  the  regulation  defining  seasonal  product,  and,  in  the 
case  of  a  perishable  product,  the  Secretary  may  not  detain  the  product  for  a  period 
greater  than  2  days  unless  the  Secretary  determines  that  a  period  of  detention 
greater  than  2  days  is  required  to  institute  an  action  under  subsection  (a)  or  section 
302,  in  which  case  the  Secretary  may  authorize  a  detention  period  not  to  exceed  7 
days.  A  detention  order  under  this  paragraph  may  require  the  labeling  or  marking 
of  a  food  or  cosmetic  during  the  period  of  its  detention  for  the  purpose  of  identifying 
the  food  or  cosmetic  as  detained.  A  detention  order  under  this  paragraph  shall  be 
considered  final  agency  action.  For  purposes  of  this  paragraph,  a  product  is  a  perish- 
able product  if  its  useful  or  shelf  life  is  not  more  than  30  days. 

"(2XA)  Except  as  authorized  under  subparagraph  (B),  a  food  or  cosmetic  subject  to 
a  detention  order  issued  under  paragraph  (1)  shall  not  be  moved  by  any  person  from 
the  place  at  which  it  is  order  detained  until — 
"(i)  released  by  the  Secretary,  or 

"(ii)  the  expiration  of  the  detention  period  applicable  to  such  order, 
whichever  occurs  first. 

"(B)  A  food  or  cosmetic  subject  to  a  detention  order  issued  under  paragraph  (1) 
may  be  moved  in  accordance  with  regulations  prescribed  by  the  Secretary.". 

(c)  Regulations. — 

(1)  In  general. — 

(A)  Proposed. — Within  6  months  of  the  date  of  the  enactment  of  this  Act, 
the  Secretary  of  Health  and  Human  Services  shall — 

(i)  propose  regulations  to  revise  the  regulations  in  effect  on  such  date 
under  section  304(g)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  to  in- 
clude drugs,  and 

(ii)  propose  regulations  to  implement  section  304(h)  of  such  Act. 

(B)  Content. — Regulations  proposed  under  clause  (ii)  of  subparagraph  (A) 

(i)  shall  provide  for  actions  to  minimize  the  deterioration  of  any  food 
or  cosmetic  product  (including  perishable  products)  detained  under  sec- 
tion 304(h)  of  such  Act, 

(ii)  define  the  seasons  included  in  the  term  "seasonal"  and  shall  pre- 
scribe which  products  fall  within  such  seasons,  including  products 
which  have  a  substantial  portion  of  their  sales  in  a  particular  season, 
and 

(iii)  require  that  before  a  food  or  cosmetic  may  be  ordered  retained 
under  paragraph  (1)  of  such  section,  the  Secretary  or  an  officer  or  em- 
ployee designated  by  the  Secretary  shall  approve  such  order. 
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(2)  Process. — Within  12  months  of  the  date  of  the  enactment  of  this  Act,  the 
Secretary  shall  issue  final  regulations.  If  the  Secretary  does  not  issue  final  regu- 
lations for  section  304(g)  or  304(h)  of  such  Act  upon  the  expiration  of  such  12 
months,  the  Congress  finds  that  there  is  good  cause  for  the  proposed  regulations 
to  be  considered  final  regulations  without  response  to  comment  because  the  im- 
plementation of  the  section  with  respect  to  which  such  regulations  were  pro- 
posed is  essential  to  protect  the  public  health.  Consequently  in  such  event,  the 
proposed  regulations  shall  become  the  final  regulations.  There  shall  be  prompt- 
ly published  in  the  Federal  Register  a  notice  of  the  new  status  of  the  proposed 
regulations.  If  the  proposed  regulations  become  final  under  this  paragraph,  the 
Secretary  shall  complete  the  rulemaking  begun  with  such  proposed  regulations, 
(d)  Conforming  and  Technical  Amendments. — 

(1)  Section  301(r)  (21  U.S.C.  331(r))  is  amended  to  read  as  follows: 

"(r)  The  movement  of  a  drug  or  device  in  violation  of  an  order  under  section 
304(g),  the  movement  of  a  food  or  cosmetic  in  violation  of  an  order  under  section 
304(h),  or  the  removal  or  alteration  of  any  mark  or  label  required  by  such  an  order 
to  identify  the  device,  drug,  food,  or  cosmetic  detained.". 

(2)  Section  304(a)  (21  U.S.C.  334(a))  is  amended,  in  the  first  sentence  of  para- 
graph (1),  by  striking  out  "Any  article"  and  all  that  follows  through  "shall  be 
liable"  and  inserting  in  lieu  thereof  "Any  article  of  food,  drug,  device,  or  cos- 
metic that  is  in  violation  of  this  Act  shall  be  liable". 

(3)  The  heading  for  section  304  is  amended  to  read  as  follows:  "seizure  and 

TEMPORARY  DETENTION" 
SEC.  4.  CIVIL  MONEY  PENALTIES. 

(a)  Amendment. — Chapter  III  (as  amended  by  section  2(a))  is  amended  by  adding 
at  the  end  the  following  new  section: 

"SEC.  312.  ADMINISTRATIVE  CIVIL  MONEY  PENALTIES. 

"(a)  In  General. — Except  as  provided  in  subsection  (f),  any  person  who — 

"(1)  violates  a  requirement  of  this  Act  which  relates  to  a  drug  or  device  or  a 
requirement  of  this  Act  which  relates  to  the  safety  of  a  food  or  a  cosmetic,  or 
"(2)  in  connection  with  a  matter  under  the  jurisdiction  of  the  Food  and  Drug 
Administration  under  this  Act — 

"(A)  knowingly  made  or  caused  to  be  made,  to  any  officer,  employee,  or 
agent  of  the  Department,  a  false  statement  or  representation  with  relation 
to  a  material  fact, 

"(B)  knowingly  failed  to  disclose,  to  an  officer,  employee,  or  agent  of  the 
Department,  a  material  fact  which  such  person  has  an  obligation  to  dis- 
close, 

"(C)  knowingly  bribed  or  attempted  to  bribe,  or  paid  or  attempted  to  pay 
an  illegal  gratuity  to,  any  officer,  employee,  or  agent  of  the  Department, 
"(D)  knowingly  destroyed,  altered,  removed,  or  secreted,  or  procured  the 
destruction,  alteration,  removal,  or  secretion  of,  any  material  document  or 
other  material  evidence  which  was  the  property  of  or  in  the  possession  of 
the  Department,  for  the  purpose  of  interfering  with  the  Department's  dis- 
charge of  its  responsibilities,  or 

"(E)  knowingly  obstructed  an  investigation  of  the  Department, 
shall  be  liable  to  the  United  States  for  a  civil  penalty. 

"(b)  Amount. — The  civil  penalty  prescribed  by  subsection  (a) 

"(1)  in  the  case  of  a  violation  described  in  subsection  (a)(1)  relating  to  a  drug 
or  device — 

"(A)  shall  not  exceed  $15,000  for  each  such  violation  if  such  person  is  an 
individual, 

"(B)  shall  not  exceed  $50,000  for  each  such  violation  if  such  person  is  not 
an  individual, 

"(C)  if  the  civil  penalty  is  assessed  for  multiple  violations  of  such  require- 
ment, the  civil  penalty  shall  not  exceed  $1,000,000  for  all  such  violations 
adjudicated  in  a  single  proceeding, 
"(2)  in  the  case  of  a  violation  described  in  subsection  (a)(1)  relating  to  the 
safety  of  a  food  or  a  cosmetic — 

"(A)  shall  not  exceed  $15,000  for  each  such  violation  if  such  person  is  an 
individual,  except  that  multiple  violations  in  a  single  day's  production  run 
shall  be  considered  a  single  violation, 

"(B)  shall  not  exceed  $50,000  for  each  such  violation  if  such  person  is  not 
an  individual,  except  that  multiple  violations  in  a  single  day's  production 
run  shall  be  considered  a  single  violation, 
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"(C)  if  the  civil  penalty  is  assessed  for  multiple  violations  of  such  require- 
ment, the  civil  penalty  shall  not  exceed  $1,000,000  for  all  such  violations 
adjudicated  in  a  single  proceeding, 
"(3)  in  the  case  of  a  violation  described  in  subsection  (aX2) — 

"(A)  shall  not  exceed  $250,000  for  each  such  violation  if  such  person  is  an 
individual,  and 

"(B)  shall  not  exceed  $1,000,000  for  each  such  violation  if  such  person  is 
not  an  individual. 
"(c)  Procedure. — 
"(1)  In  general. — 

"(A)  Action  by  the  secretary. — A  civil  penalty  under  subsection  (a)  shall 
be  assessed  by  the  Secretary  on  a  person  by  a  written  order  made  on  the 
record  after  an  opportunity  for  an  agency  hearing  on  disputed  issues  of  ma- 
terial fact  and  the  amount  of  the  penalty.  The  Secretary  may  begin  an  in- 
vestigation under  this  subparagraph  only  if  the  Secretary  has  reason  to  be- 
lieve that  a  violation  subject  to  a  civil  penalty  under  subsection  (a)  has  oc- 
curred. In  the  course  of  any  investigation  or  hearing  under  this  subpara- 
graph, the  Secretary  may  administer  oaths  and  affirmations,  examine  wit- 
nesses, receive  evidence,  and  issue  subpoenas  requiring  the  attendance  and 
testimony  of  witnesses  and  the  production  of  evidence  that  relates  to  the 
matter  under  investigation  (other  than  portions  of  records  which  are  trade 
secrets  which  identify — 
"(i)  a  formula  for, 
"(ii)  an  ingredient  contained  in,  or 
"(iii)  a  manufacturing  process  for, 
a  flavor,  fragrance,  or  spice).  Documents  which  are  produced  in  response  to 
a  subpoena  shall  be  kept  in  a  secure  place  and  shall  be  returned  to  the 
person  subpoenaed  after  the  order,  with  respect  to  which  the  subpoena  was 
issued,  becomes  final  and  is  not  subject  to  further  review. 

"(B)  Action  by  the  attorney  general. — In  lieu  of  proceeding  under  sub- 
paragraph (A),  the  Secretary  may  authorize  the  Attorney  General  to  insti- 
tute a  civil  action  to  recover  a  civil  money  penalty  under  subsection  (a)  in 
the  amount  prescribed  by  subsection  (b).  Such  an  action  may  be  instituted 
separately  from  or  in  connection  with  any  other  claim,  civil  or  criminal,  ini- 
tiated by  the  Attorney  General  under  this  Act. 
"(2)  Amount. — In  determining  the  amount  of  a  civil  penalty  under  paragraph 
(1),  the  Secretary  or  the  court  shall  take  into  account  the  nature,  circumstances, 
extent,  and  gravity  of  the  act  subject  to  penalty,  the  person's  ability  to  pay,  the 
effect  on  the  person's  ability  to  continue  to  do  business,  any  history  of  prior, 
similar  acts,  the  demonstrated  good  faith  of  the  person  charged  in  attempting  to 
achieve  compliance  with  the  provision  violated  after  notice  by  the  Secretary  of 
noncompliance,  and  such  other  matters  as  justice  may  require. 

"(3)  Limitation  on  actions. — The  Secretary  and  the  Attorney  General  may 
not  initiate  an  action  under  this  subsection  with  respect  to  any  act  described  in 
subsection  (a) — 

"(A)  if  the  act  occurred  before  the  date  of  the  enactment  of  this  section, 

or 

"(B)  if  the  action  was  initiated  more  than  4  years  after  the  date  when 
facts  material  to  the  act  are  known  or  reasonably  should  have  been  known 
by  the  Secretary  but  in  no  event  more  than  10  years  after  the  date  the  act 
took  place. 

"(4)  Restriction  on  criminal  actions. — If  a  civil  penalty  is  assessed  under 
paragraph  (1)  with  respect  to  an  act  described  in  subsection  (a),  no  criminal 
action  may  be  initiated  with  respect  to  such  act. 

"(d)  Judicial  Review. — Any  person  that  is  the  subject  of  an  adverse  decision 
under  subsection  (c)(l)(A)(i)  may  obtain  a  review  of  such  decision  by  the  United 
States  Court  of  Appeals  for  the  District  of  Columbia  or  for  the  circuit  in  which  the 
person  resides,  by  filing  in  such  court  (within  60  days  following  the  date  the  person 
is  notified  of  the  Secretary's  decision)  a  petition  requesting  that  the  decision  be 
modified  or  set  aside. 

"(e)  Recovery  of  Penalties. — The  Attorney  General  may  recover  any  civil  penal- 
ty (plus  interest  at  the  currently  prevailing  rates  from  the  date  the  penalty  became 
final)  assessed  under  subsection  (c)(1)(A)  in  an  action  brought  in  the  name  of  the 
United  States.  The  amount  of  such  penalty,  when  the  penalty  has  become  final,  may 
be  deducted  from  any  sums  then  or  later  owing  by  the  United  States  to  the  person 
against  whom  the  penalty  has  been  assessed.  In  an  action  brought  under  this  sub- 


6 

section,  the  validity,  amount,  and  appropriateness  of  the  penalty  shall  not  be  subject 
to  judicial  review. 

"(f)  Exceptions. — In  the  case  of  violations  involving  devices,  subsection  (a)(1)  shall 
not  apply — 

"(1)  to  any  person  who  violates  the  requirements  of  section  519(a)  or  520(f) 
unless  such  violation  constitutes  (A)  a  significant  or  knowing  departure  from 
such  requirements,  or  (B)  a  risk  to  public  health, 

"(2)  to  any  person  who  commits  minor  violations  of  section  519(e)  or  519(f) 
(only  with  respect  to  corrections  of  reports)  if  such  person  demonstrates  sub- 
stantial compliance  with  such  section,  or 

"(3)  to  violations  of  section  501(a)(2)(A)  which  involve  one  or  more  devices 
which  are  not  defective. 
"(g)  Minor  Violations. — Nothing  in  this  Act  shall  be  construed  as  requiring  the 
Secretary  to  initiate  an  action  under  subsection  (c)(1)(A)  or  to  request  the  Attorney 
General  to  act  under  subsection  (c)(1)(B)  with  respect  to  a  minor  violation  if  the  Sec- 
retary believes  that  the  public  interest  will  be  adequately  served  by  a  suitable  writ- 
ten notice  or  warning.", 
(b)  Conforming  Amendments. — 

(1)  Section  201.— Section  201(cc)  (21  U.S.C.  321(cc)  is  amended  by  inserting 
before  the  dash  the  following:  "or  an  action". 

(2)  Section  301.— Section  301(j)  (21  U.S.C.  3310"))  is  amended  by  inserting 
"312,"  before  "404". 

(3)  Section  303.— Section  303  (21  U.S.C.  333)  is  amended— 

(A)  by  striking  out  subsection  (f),  and 

(B)  by  amending  the  section  heading  to  read  as  follows:  "judicial  civil 
and  criminal  penalties". 

(4)  Heading. — The  heading  for  section  307  is  amended  by  adding  at  the  end 
the  following:  "for  section  306". 

SEC.  5.  INSPECTIONS. 

(a)  General  Authority. — Section  704  (21  U.S.C.  374)  is  amended  to  read  as  fol- 
lows: 

"SEC  704.  INSPECTIONS. 

"(a)  In  General. — For  purposes  of  enforcement  of  this  Act,  officers  and  employees 
duly  designated  by  the  Secretary,  upon  presenting  appropriate  credentials  and  a 
written  notice  to  the  owner,  operator,  or  agent  in  charge  of  the  facility  inspected, 
are  authorized,  except  as  provided  in  subsections  (b)  and  (c),  to  carry  out  the  follow- 
ing: 

"(1)  To  enter  and  inspect  at  reasonable  times,  within  reasonable  limits,  and  in 
a  reasonable  manner — 

"(A)  any  factory,  warehouse,  or  establishment,  including  consulting  lab- 
oratories (hereinafter  collectively  referred  to  as  a  'facility')  in  which — 
"(i)  foods,  drugs,  devices,  or  cosmetics,  or 
"(ii)  packaging,  labeling,  or  containers  for  such  articles, 
are  manufactured,  processed,  packed,  held  for  introduction  into  interstate 
commerce  or  after  such  introduction,  and 

"(B)  any  vehicle  being  used  to  transport  or  hold  such  articles  in  interstate 
commerce. 

"(2)  To  collect  and  retain  samples  of  articles  referred  to  in  paragraph  (1), 
packaging,  labeling,  or  containers  of  such  articles  found  during  an  inspection 
under  such  paragraph  and  bearing  on  whether  such  articles  are  in  violation  of 
this  Act. 

"(3)  To  have  access  to,  to  copy,  and  to  verify  records — 

"(A)  relating  to  foods,  drugs,  devices,  or  cosmetics,  and 
"(B)  which  were  generated  by  or  for  a  person  who  is  regulated  under  this 
Act, 

for  the  purpose  of  determining  whether  a  violation  of  this  Act  has  occurred, 
except  that  no  access  is  authorized  by  this  paragraph  to  records  which  were 
generated  by  an  attorney  who  is  not  an  officer  or  employee  of  the  person  in- 
spected if  the  records  relate  to  the  attorney-client  relationship  which  such  attor- 
ney had  with  the  person  for  whom  the  records  were  generated  or  to  records 
which  were  generated  by  an  advertiser  who  is  not  an  officer  or  employee  of  the 
person  inspected  if  the  records  relate  to  advertising.  If  a  person  to  be  inspected 
is  provided  within  a  reasonable  time  before  the  inspection  with  a  written  de- 
scription of  the  records  which  the  inspector  intends  to  inspect  under  this  para- 
graph, such  person  shall  make  such  records  available  to  the  inspector  at  the 
time  of  inspection. 


""(4)  To  use  photographic  equipment  to  document  apparent  violations  of  this 
Act  observed  in  such  inspection.  Copies  of  photographs  made  under  this  para- 
graph shall  be  given  to  the  person  in  charge  of  the  facility  or  vehicle  which  is 
inspected  and  shall  not  be  disclosed  under  section  552  of  title  5,  United  States 
Code.  Photographs  which  are  made  under  this  paragraph  shall  be  kept  in  a 
secure  place,  shall  only  be  used  in  connection  with  action  taken  on  the  basis  of 
the  inspection  under  which  the  photographs  were  made,  and  shall  be  destroyed 
when  no  action  by  the  Secretary  will  be  taken  on  the  basis  of  such  inspection. 
"(b)  Scope.— 

"(1)  Foods  and  cosmetics. — An  inspection  under  subsection  (a)  pertaining  to  a 
food  or  cosmetic  shall  extend  to  all  things  (including  equipment,  finished  and 
unfinished  materials,  containers,  labeling,  records,  files,  papers,  processes,  con- 
trols, and  facilities)  bearing  on  whether  the  articles  are  in  violation  of  this  Act, 
except  that  such  inspection  of  records  shall  be  limited  to  records  or  portions  of 
records  which  contain  information  as  follows: 

"(A)  Except  as  provided  in  subsection  (c)(2),  provide  the  identity  and 
amount  of  the  ingredients  used  in  a  food  or  cosmetic.  In  the  case  of  records 
described  in  this  subparagraph  which  are  trade  secrets,  the  person  in  con- 
trol of  such  records  may,  in  lieu  of  allowing  them  to  be  inspected,  provide 
to  the  inspector  a  list  identifying  the  ingredients  used  in  a  food  or  cosmetic 
in  the  facility  or  vehicle  being  inspected. 

"(B)  Provide  the  results  of  quality  control  tests  that  pertain  to  pesticide 
residues,  microbiological  contaminants,  or  other  hazards  presented  by  the 
food  or  cosmetic  or  that  pertain  to  requirements  under  section  403(q)  or 
403(r). 

"(C)  Provide  information  pertaining  to  the  movement  of  the  food  or  cos- 
metic in  commerce  or  the  holding  of  the  article  during  or  after  such  move- 
ment. 

"(D)  Provide  information  pertaining  to  consumer  complaints  relating  to 
the  safety  of  the  food  or  cosmetic.  Such  information  shall  not  be  disclosed 
under  section  552  of  title  5,  United  States  Code. 

"(E)  Provide  the  temperature  at  which  the  food  is  processed  and  the  time 
taken  to  process  the  article. 
"(2)  Drugs  and  devices. — An  inspection  under  subsection  (a)  of  a  drug  or 
device  shall  extend  to  all  things  (including  equipment,  finished  and  unfinished 
materials,  containers,  labeling,  records,  files,  papers,  processes,  controls,  and  fa- 
cilities) bearing  on  whether  the  articles  are  in  violation  of  this  Act. 

"(3)  Infant  formulas. — An  officer  or  employee  making  an  inspection  under 
subsection  (a)  for  purposes  of  enforcing  the  requirements  of  section  412  applica- 
ble to  infant  formulas  shall  be  permitted,  at  all  reasonable  times,  to  have  access 
to,  to  copy,  and  to  verify  any  records — 

"(A)  bearing  on  whether  the  infant  formula  manufactured  or  held  in  the 
facility  inspected  meets  the  requirements  of  section  412;  or 
"(B)  required  to  be  maintained  under  section  412. 
"(c)  Limitations. — 

"(1)  Inspection  sites. — No  inspection  under  subsection  (a)(1)  shall  extend  to — 

"(A)  pharmacies  which  maintain  establishments  in  conformance  with  any 
applicable  local  laws  regulating  the  practice  of  pharmacy  and  medicine  and 
which  are  regularly  engaged  in  dispensing  prescription  drugs  or  devices, 
upon  prescriptions  of  practitioners  licensed  to  administer  such  drugs  or  de- 
vices to  patients  under  the  care  of  such  practitioners  in  the  course  of  their 
professional  practice,  and  which  do  not,  either  through  a  subsidiary  or  oth- 
erwise, manufacture,  prepare,  propagate,  compound,  or  process  drugs  or  de- 
vices for  sale  other  than  in  the  regular  course  of  their  business  of  dispens- 
ing or  selling  drugs  or  devices  at  retail; 

"(B)  practitioners  licensed  by  law  to  prescribe  or  administer  drugs,  or  pre- 
scribe or  use  devices,  as  the  case  may  be,  and  who  manufacture,  prepare, 
propagate,  compound,  or  process  drugs,  or  manufacture  or  process  devices 
solely  for  use  in  the  course  of  their  professional  practice; 

"(C)  persons  who  manufacture,  prepare,  propagate,  compound,  or  process 
drugs,  or  manufacture  or  process  devices  solely  for  use  in  research,  teach- 
ing, or  chemical  analysis  and  not  for  sale;  or 

"(D)  such  other  classes  of  persons  as  the  Secretary  may  by  regulation 
exempt  from  the  application  of  such  inspection  upon  a  finding  that  inspec- 
tion as  applied  to  such  classes  of  persons  in  accordance  with  subsection  (a) 
is  not  necessary  for  the  protection  of  the  public  health. 
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"(2)  Records. — No  inspection  under  subsection  (a)  shall  extend  to  records  dis- 
closing financial  data,  sales  data  other  than  shipment  data,  pricing  data,  per- 
sonnel data  (other  than  data  as  to  qualifications  of  technical  and  professional 
personnel  performing  functions  subject  to  this  Act),  and  research  data  (other 
than  data  relating  to  new  drugs,  antibiotic  drugs,  and  devices  and  subject  to  re- 
porting and  inspection  under  regulations  lawfully  issued  pursuant  to  section 
505  (i)  or  (j),  section  507  (d)  or  (g),  section  519,  or  520(g),  data  relating  to  other 
drugs  or  devices  which  in  the  case  of  a  new  drug  would  be  subject  to  reporting 
or  inspection  under  lawful  regulations  issued  pursuant  to  section  505(j),  or  other 
data  relating  to  a  food  or  cosmetic  which  data  are  subject  to  similar  reporting 
and  inspection  requirements),  or  portions  of  records  which  are  trade  secrets 
which  identify — 

"(A)  a  formula  for, 
"(B)  an  ingredient  contained  in, 
"(C)  a  manufacturing  process  for, 
a  flavor,  fragrance,  or  spice  for  a  food  or  cosmetic.  Documents  which  are  pro- 
duced in  response  to  an  inspection  shall  be  kept  in  a  secure  place. 

"(3)  Notice. — A  separate  written  notice  shall  be  given  for  each  inspection 
under  subsection  (a),  but  a  notice  shall  not  be  required  for  each  entry  made 
during  the  period  covered  by  the  inspection.  Each  such  inspection  shall  be  com- 
menced and  completed  with  reasonable  promptness. 

"(4)  Relief. — Any  information  obtained  under  an  inspection  under  subsection 
(a)  shall  be  obtained  with  a  minimum  burden  on  persons  inspected,  especially 
persons  operating  small  businesses.  Unnecessary  duplication  of  efforts  in  ob- 
taining information  under  such  an  inspection  shall  be  reduced  to  the  maximum 
extent  feasible. 

"(d)  Completion. — Upon  completion  of  any  inspection  under  subsection  (a)  of  a 
factory,  warehouse,  consulting  laboratory,  or  other  establishment,  and  before  leav- 
ing the  premises,  the  officer  or  employee  making  the  inspection  shall  give  to  the 
owner,  operator,  or  agent  in  charge  a  report  in  writing  setting  forth  any  conditions 
or  practices  observed  by  such  officer  or  employee  which,  in  the  officer  or  employee's 
judgment,  indicate  that  any  food,  drug,  device,  or  cosmetic  in  such  establishment — 
"(1)  consists  in  whole  or  in  part  of  any  filthy,  putrid,  or  decomposed  sub- 
stance; 

"(2)  has  been  prepared,  packed,  or  held  under  unsanitary  conditions  whereby 
it  may  have  become  contaminated  with  filth,  or  whereby  it  may  have  been  ren- 
dered injurious  to  health;  or 

"(3)  is  otherwise  in  violation  of  this  Act. 
A  copy  of  such  report  shall  be  sent  promptly  to  the  Secretary. 
"(e)  Samples. — 

"(1)  In  general. — If  the  officer  or  employee  making  an  inspection  under  sub- 
section (a)  of  a  factory,  warehouse,  or  other  establishment  has  obtained  any 
sample  in  the  course  of  the  inspection,  upon  completion  of  the  inspection  and 
before  leaving  the  premises  the  officer  or  employee  shall  give  to  the  owner,  op- 
erator, or  agent  in  charge  a  receipt  describing  the  samples  obtained. 

"(2)  Samples. — Whenever  in  the  course  of  an  inspection  under  subsection  (a) 
of  a  factory  or  other  establishment,  the  officer  or  employee  making  the  inspec- 
tion obtains  a  sample  of  any  such  article,  and  an  analysis  is  made  of  such 
sample  for  the  purpose  of  ascertaining  whether  such  article  consists  in  whole  or 
in  part  of  any  filthy,  putrid,  or  decomposed  substance,  is  otherwise  unfit,  or  is 
otherwise  in  violation  of  this  Act,  a  copy  of  the  results  of  such  analysis  shall  be 
furnished  promptly  to  the  owner,  operator,  or  agent  in  charge. 
"(f)  Records  and  Reports. — 

"(1)  In  general. — Each  manufacturer,  importer,  and  distributor  of  articles 
regulated  under  this  Act  and  each  owner,  operator,  or  agent  in  charge  of  a  fac- 
tory, warehouse,  consulting  laboratory,  or  other  establishment  subject  to  inspec- 
tion under  subsection  (a)  shall  retain  records  subject  to  inspection  under  subsec- 
tion (a)  for  4  years. 

"(2)  Devices. — Every  person  required  under  section  519  or  520(g)  to  maintain 
records  and  every  person  who  is  in  charge  or  custody  of  such  records  shall,  upon 
request  of  an  officer  or  employee  designated  by  the  Secretary,  permit  such  offi- 
cer or  employee  at  all  reasonable  times  to  have  access  to,  and  to  copy  and 
verify,  such  records.", 
(b)  Other  Authorities.— Section  702(e)  (21  U.S.C.  372(e))  is  amended— 

(1)  in  the  matter  preceding  paragraph  (1),  by  striking  out  "relating  to  counter- 
feit drugs"  and  inserting  in  lieu  thereof  ",  relating  to  counterfeit  drugs,  the  ille- 
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gal  distribution  of  steroids  or  steroid  substitutes,  or  a  violation  of  section 
301(t),";  and 
(2)  in  paragraph  (4) — 

(A)  by  striking  out  "with  respect  to  such  drugs"; 

(B)  by  striking  out  "his"  and  inserting  in  lieu  thereof  "such  officer  or  em- 
ployee's"; and 

(C)  by  striking  out  "he"  and  inserting  in  lieu  thereof  "such  officer  or  em- 
ployee". 

(c)  Conforming  Amendment. — Section  301(e)  (21  U.S.C.  331(e))  is  amended— 

(1)  by  striking  out  "or  519"  and  inserting  in  lieu  thereof  "519,  or  704(f)",  and 

(2)  by  striking  out  ";  or  the  failure"  and  inserting  the  following:  ",  the  failure 
or  refusal  to  provide  access  to,  or  to  permit  copying  or  verification  of,  records  as 
required  by  section  704(a)(3),  or  the  failure". 

SEC.  6.  IMPORTED  ARTICLES. 

(a)  Amendments. — Section  801  (21  U.S.C.  381)  is  amended  to  read  as  follows: 

"SEC.  801.  IMPORTS  AND  EXPORTS. 

"(a)  In  General. — 

"(1)  Notice  and  samples. — 

"(A)  In  general. — The  Secretary  of  the  Treasury  shall  notify  the  Secre- 
tary of  Health  and  Human  Services  of  food,  drugs,  devices,  and  cosmetics 
which  are  being  imported  or  offered  for  import  into  the  United  States.  The 
Secretary  of  the  Treasury  shall  deliver  to  the  Secretary  of  Health  and 
Human  Services,  upon  the  Secretary's  request,  samples  of  such  food,  drugs, 
devices,  and  cosmetics. 

"(B)  Drugs  and  devices. — The  Secretary  of  Health  and  Human  Services 
shall  furnish  to  the  Secretary  of  the  Treasury  a  list  of  establishments  regis- 
tered pursuant  to  section  510(i).  If  the  Secretary  of  the  Treasury  determines 
that  any  drug  or  device  imported  or  offered  for  import  into  the  United 
States  was  manufactured,  prepared,  propagated,  compounded,  or  processed 
in  an  establishment  not  registered  under  such  section,  the  Secretary  of  the 
Treasury  shall  provide  the  Secretary  of  Health  and  Human  Services  with 
samples  of  such  drug  or  device. 

"(C)  Claims. — The  owner  or  consignee  of  an  article,  a  sample  of  which 
was  delivered  to  the  Secretary  of  Health  and  Human  Services  or  was  exam- 
ined under  this  paragraph,  may  not  make  a  claim  for  a  payment  for  such 
sample  if  the  article  was  refused  admission. 

"(D)  Procedure. — If  a  sample  of  an  article  is  delivered  to  the  Secretary  of 
Health  and  Human  Services  under  subparagraph  (A)  or  (B),  the  Secretary 
of  the  Treasury  shall  give  notice  of  such  delivery  to  the  owner  or  consignee 
of  such  article.  Such  owner  or  consignee  shall  be  given  a  reasonable  oppor- 
tunity to  present  views  and  to  introduce  testimony  to  the  Secretary  of 
Health  and  Human  Services  respecting  the  admission  of  such  article.  The 
Secretary  of  Health  and  Human  Services  shall  receive  such  views  and  testi- 
mony and  reach  a  final  decision  pertaining  to  such  article  within  10  days  of 
the  date  the  Secretary  of  the  Treasury  takes  such  sample.  Such  10-day 
period  may  be  extended  (but  not  to  exceed  30  days)  by  the  Secretary  of 
Health  and  Human  Services  for  such  additional  time  as  is  necessary  to  ana- 
lyze the  sample  of  such  article. 
"(2)  Authorization  of  delivery  before  admission. — Pending  a  decision  as  to 
the  admission  of  an  article  being  offered  for  import,  the  Secretary  of  the  Treas- 
ury may  authorize  delivery  of  such  article  to  the  owner  or  consignee  upon  the 
execution  by  the  owner  or  consignee  of  a  good  and  sufficient  bond  providing  for 
the  payment  of  such  liquidated  damages  in  the  event  of  default  as  may  be  re- 
quired pursuant  to  regulations  of  the  Secretary  of  the  Treasury.  If  the  owner  or 
consignee  has  defaulted  2  times  on  a  bond  required  by  this  subsection  within 
the  previous  12  months,  the  bond  shall  be  equal  to  at  least  3  times  the  invoice 
value.  If  an  owner  or  consignee  defaults  on  a  bond  which  is  subject  to  the  in- 
creased valuation,  no  delivery  may  be  made  under  this  paragraph  to  the  owner 
or  consignee  for  twelve  months  after  such  default. 
"(3)  Refusal  of  admission. — 

"(A)  In  general. — If  it  appears  from  the  examination  by  the  Secretary  of 
Health  and  Human  Services  of  samples  of  an  article  provided  under  para- 
graph (1)  or  otherwise  that — 

"(i)  such  article  has  been  manufactured,  processed,  or  packed  under 
unsanitary  conditions  or,  in  the  case  of  a  device,  the  methods  used  in, 
or  the  facilities  or  controls  used  for,  the  manufacture,  packing,  storage, 
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or  installation  of  the  device  do  not  conform  to  the  requirements  of  sec- 
tion 520(f),  or 

"(ii)  such  article  is  adulterated,  misbranded,  or  in  violation  of  this 
Act, 

such  article  shall  be  refused  admission,  except  as  provided  in  paragraph  (2). 

"(B)  Inspection  refusal. — The  Secretary  of  the  Treasury,  at  the  request 
of  the  Secretary  of  Health  and  Human  Services,  may  refuse  the  admission 
of  any  article  manufactured  or  produced  in  any  foreign  establishment  for 
which  an  inspection  by  an  officer  or  employee  duly  designated  by  the  Secre- 
tary of  Health  and  Human  Services  was  refused. 
"(b)  Correction  of  Deficiency. — If  it  appears  to  the  Secretary  of  Health  and 
Human  Services  that  an  article  described  in  subsection  (a)(3)(A)(ii)  can,  by  relabeling 
or  other  action,  be  brought  into  compliance  with  this  Act  or  rendered  other  than  a 
food,  drug,  device,  or  cosmetic,  final  determination  as  to  admission  of  such  article 
may  be  deferred.  Upon  filing  of  timely  written  application  by  the  owner  or  consign- 
ee and  the  execution  by  the  owner  or  consignee  of  a  bond  as  provided  in  subsection 
(a)(2),  the  Secretary  may,  in  accordance  with  regulations,  authorize  the  applicant  to 
perform  such  action  specified  in  such  authorization.  All  such  action  pursuant  to 
such  authorization  shall  be  under  the  supervision  of  an  officer  or  employee  of  the 
Department  of  Health  and  Human  Services  designated  by  the  Secretary,  or  an  offi- 
cer or  employee  of  the  Department  of  the  Treasury  designated  by  the  Secretary  of 
the  Treasury. 

"(c)  Refused  Articles. — As  to  any  article  which  is  refused  admission  under  sub- 
section (a)(3) — 

"(1)  in  the  case  of  an  article  which  the  Secretary  of  Health  and  Human  Serv- 
ices finds,  after  affording  the  owner  or  consignee  an  opportunity  to  correct  the 
deficiency  which  caused  the  article  to  be  in  violation  of  this  Act  and  for  an  in- 
formal hearing,  that  there  is  a  reasonable  probability  that  the  use  of,  or  expo- 
sure to,  such  article  will  cause  serious  adverse  health  consequences  or  death, 
the  Secretary  of  the  Treasury  shall  cause  the  destruction  of  such  article — 

"(A)  in  not  less  than  10  days  after  the  date  of  a  decision  in  a  hearing;  or 
"(B)  in  not  less  than  10  days  after  the  date  of  the  notice  of  such  refusal, 
whichever  is  later;  or 

"(2)  in  the  case  of  any  other  article,  the  Secretary  of  the  Treasury  shall  cause 
the  destruction  of  such  article  unless  such  article  is  exported  or  the  owner  or 
consignee  has  corrected  the  deficiency  which  caused  the  article  to  be  in  viola- 
tion of  this  Act  within  90  days  of  the  date  of  notice  of  such  refusal  or  within 
such  additional  time  as  may  be  prescribed  pursuant  to  regulations  of  the  Secre- 
tary of  Health  and  Human  Services. 
A  decision  on  a  hearing  under  paragraph  (1)  is  final  agency  action. 

"(d)  Mark. — If  an  article  which  is  refused  admission  is  to  be  exported,  the  Secre- 
tary of  the  Treasury  shall  require  the  importer  of  such  article  to  mark  it  'United 
States  Refused  Entry'  before  it  is  exported  and  to  report  to  the  Secretary  the  in- 
tended destination  of  such  article.  Before  such  an  article  may  be  exported,  the  Sec- 
retary of  the  Treasury  shall  certify  to  the  Secretary  of  Health  and  Human  Services 
that  the  article  has  been  marked  as  required. 

"(e)  Payment  of  Expenses. — All  expenses  (including  travel,  per  diem  or  subsist- 
ence, and  salaries  of  officers  or  employees  of  the  United  States)  in  connection  with 
the  destruction  provided  for  in  subsection  (c)  and  the  supervision  of  the  relabeling 
or  other  action  authorized  under  subsection  (b),  the  amount  of  such  expenses  to  be 
determined  in  accordance  with  regulations,  and  all  expenses  in  connection  with  the 
storage,  cartage,  or  labor  with  respect  to  any  article  refused  admission  under  sub- 
section (a),  shall  be  paid  by  the  owner  or  consignee  and,  in  default  of  such  payment, 
shall  constitute  a  lien  against  any  future  importations  made  by  such  owner  or  con- 
signee. 

"(f)  Prescription  Drugs. — 

"(1)  Import  restriction. — Except  as  provided  in  paragraph  (2),  no  drug  sub- 
ject to  section  503(b)  which  is  manufactured  in  a  State  and  exported  may  be 
imported  into  the  United  States  unless  the  drug  is  imported  by  the  person  who 
manufactured  the  drug. 

"(2)  Authority  to  import. — The  Secretary  may  authorize  the  importation  of 
a  drug  the  importation  of  which  is  prohibited  by  paragraph  (1)  if  the  drug  is 
required  for  emergency  medical  care. 
"(g)  Export  Authority. — 

"(1)  Exports. — A  food,  drug,  device,  or  cosmetic  intended  for  export  shall  not 
be  deemed  to  be  adulterated  or  misbranded  under  this  Act  if  it — 
"(A)  accords  to  the  specifications  of  the  foreign  purchaser; 
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"(B)  is  not  in  conflict  with  the  laws  of  the  country  to  which  it  is  intended 
for  export; 

"(C)  is  labeled  on  the  outside  of  the  shipping  package  that  it  is  intended 
for  export;  and 

"(D)  is  not  sold  or  offered  for  sale  in  domestic  commerce. 
This  paragraph  does  not  authorize  the  exportation  of  any  new  animal  drug,  or 
an  animal  feed  bearing  or  containing  a  new  animal  drug,  which  is  unsafe 
within  the  meaning  of  section  512. 

"(2)  Application. — Paragraph  (1)  does  not  apply  to  any  device — 

"(A)  which  does  not  comply  with  an  applicable  requirement  of  section  514 
or  515; 

"(B)  which  under  section  520(g)  is  exempt  from  either  such  section;  or 

"(C)  which  is  a  banned  device  under  section  516, 
unless,  in  addition  to  the  requirements  of  paragraph  (1),  the  Secretary  has  de- 
termined that  the  exportation  of  the  device  is  not  contrary  to  public  health  and 
safety  and  has  the  approval  of  the  country  to  which  it  is  intended  for  export.". 

(b)  Conforming  Amendments. — Section  301  (21  U.S.C.  331)  (as  amended  by  sec- 
tion 2(c)(3))  is  amended  by  adding  at  the  end  the  following: 

"(v)  The  failure  to  place  on  an  article  a  mark  required  by  section  801(a)  or  the 
removal  or  alteration  of  such  a  mark. 

"(w)  The  importation  or  introduction  or  delivery  for  introduction  into  interstate 
commerce  of  an  article  which  has  been  refused  admission  under  section  801.". 

(c)  Regulations  and  Effective  Date. — 

(1)  Regulations. — Within  one  year  of  the  date  of  the  enactment  of  this  Act, 
the  Secretary  of  the  Treasury  shall  promulgate  regulations  for  marking  under 
section  801(d)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  (as  amended  by  sub- 
section (a))  of  articles  refused  admission 

(2)  Effective  date. — Section  801(d)  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  shall  take  effect  upon  the  effective  date  of  regulations  promulgated  under 
paragraph  (1). 

SEC.  7.  INTERSTATE  COMMERCE. 

Section  709  (21  U.S.C.  379a)  is  amended  by  striking  out  "device"  and  inserting  in 
lieu  thereof  "food,  drug,  device,  or  cosmetic,' . 

SEC.  8.  biological  products. 

(a)  Transfer.— Section  351  of  the  Public  Health  Service  Act  (42  U.S.C.  262)  is 
transferred  to  the  Federal  Food,  Drug,  and  Cosmetic  Act,  inserted  after  section  505, 
redesignated  as  section  505A,  and  amended — 

(1)  by  striking  out  "(1)"  in  subsection  (d)  and  by  striking  out  paragraph  (2)  of 
such  subsection, 

(2)  by  striking  out  subsection  (f)  and  redesignating  subsections  (g)  and  (h)  as 
subsections  (f)  and  (g),  respectively,  and 

(3)  by  amending  subsection  (f)  (as  so  redesignated)  to  read  as  follows: 

"(f)  This  section  shall  not  be  construed  to  affect,  modify,  repeal,  or  supersede  any 
other  provision  of  this  Act  and  no  other  provision  of  this  Act  shall  be  construed  to 
affect,  modify,  repeal,  or  supersede  any  provision  of  this  section.". 

(b)  Conforming  Amendments. — 

(1)  The  Public  Health  Service  Act  is  amended — 

(A)  in  section  227(cX5)  (42  U.S.C.  236),  by  striking  out  "section  351  of  this 
Act"  and  inserting  in  lieu  thereof  "section  505 A  of  such  Act", 

(B)  in  section  352  (42  U.S.C.  263),  by  striking  out  "section  351"  each  place 
it  occurs  and  inserting  in  lieu  thereof  "section  505A  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act", 

(C)  in  section  2122(bX2)  (42  U.S.C.  300aa-22(b)(2)),  by  striking  out  "and 
section  351  of  the  Public  Health  Service  Act",  and 

(D)  in  section  2123(dX2XA)  (42  U.S.C.  300aa-23(dX2XA)),  by  striking  out 
"section  351"  and  inserting  in  lieu  thereof  "section  505A  of  such  Act". 

(2)  The  Federal  Food,  Drug,  and  Cosmetic  Act  (as  amended  by  section  6(b)),  is 
amended — 

(A)  by  adding  at  the  end  of  section  301  (21  U.S.C.  331)  the  following: 
"(x)  The  violation  or  the  aiding  or  abetting  a  violation  of  section  505A.", 

(B)  in  section  525(a)  (21  U.S.C.  360aa(aX3)),  by  striking  out  "section  351  of 
the  Public  Health  Service  Act"  each  place  it  occurs  and  inserting  in  lieu 
thereof  "section  505^^*' 

(C)  in  section  526  (21  U.S.C.  360bb),  by  striking  out  "section  351  of  the 
Public  Health  Service  Act"  each  place  it  occurs  and  inserting  in  lieu  there- 
of "section  505 A", 
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(D)  in  section  527  (21  U.S.C.  360cc(a)),  by  striking  out  "section  351  of  the 
Public  Health  Service  Act"  each  place  it  occurs  and  inserting  in  lieu  there- 
of*  '^section  505^\.^ 

(E)  in  section  802  (21  U.S.C.  382),  by  striking  out  "section  351  of  the 
Public  Health  Service  Act"  each  place  it  occurs  and  inserting  in  lieu  there- 
of "section  505A"  and  in  section  802(b)(1)(C)  by  striking  out  "or  512(d)  or 
351  of  the  Public  Health  Service  Act"  and  inserting  in  lieu  thereof  ",  505A, 
or  512(d)",  and 

(F)  in  section  902(c)  (21  U.S.C.  392(c)),  by  striking  out  "the  provisions  of 
section  351  of  the  Public  Health  Service  Act  (relating  to  viruses,  serums, 
toxins,  and  analogous  products  applicable  to  man);"  and  inserting  in  lieu 

(3)  Section  28(b)(2)(A)(ii)(li)  of  the  Internal  Revenue  Code  of  1986  is  amended 
by  striking  out  "section  351  of  the  Public  Health  Service  Act"  and  inserting  in 
lieu  thereof  "section  505 A  of  such  Act". 

(4)  Section  156  of  title  35,  United  States  Code,  is  amended — 

(A)  in  subsection  (f)(4)(A),  by  striking  out  "section  351  of  the  Public 
Health  Service  Act"  and  inserting  in  lieu  thereof  "section  505 A  of  the  Fed- 
eral Food,  Drug,  and  Cosmetic  Act", 

(B)  in  subsection  (g)(l)(B)(i),  by  striking  out  "351"  and  inserting  in  lieu 
thereof  "505A",  and 

(C)  in  subsection  (g)(l)(B)(ii),  by  striking  out  "section  351"  and  inserting  in 
lieu  thereof  "section  505 A". 

SEC.  9.  VITAMINS,  MINERALS,  AND  HERBS. 

The  enhancement  of  the  authority  of  the  Secretary  of  Health  and  Human  Serv- 
ices under  the  amendments  made  by  this  Act  to  enforce  the  requirements  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  is  not  to  be  construed — 

(1)  to  enlarge  the  requirements  to  be  enforced,  or 

(2)  to  relieve  any  limitation  placed  by  such  Act  (including  section  411)  on  the 
Secretary's  authority, 

with  respect  to  vitamins,  minerals,  and  herbs. 

Purpose  and  Summary 

The  purpose  of  the  bill  is  to  enhance  and  update  the  enforcement 
authorities  of  the  Food  and  Drug  Administration  ("FDA").  Specifi- 
cally, H.R.  3642  would  give  the  Agency  the  authority  to  order  re- 
calls, to  issue  temporary  detention  orders,  to  impose  civil  money 
penalties,  and  to  inspect  records  for  all  of  the  products  that  it  regu- 
lates. It  would  also  give  the  FDA  adequate  authority  to  insure  that 
products  imported  into  this  country  are  safe  and  in  compliance 
with  law. 

Background  and  Need  for  the  Legislation 

The  Food  and  Drug  Administration  regulates  products  that  ac- 
count for  25  cents  of  every  dollar  spent  in  this  country,  including 
foods,  drugs,  cosmetics  and  medical  devices.  Every  year  there  are 
thousands  of  illnesses  and  deaths,  many  which  are  unavoidable, 
caused  by  these  products.  Yet  the  FDA  operates  under  a  statute 
that  is  more  than  50  years  old. 1 

While  Congress  has  given  the  Agency  recall,  civil  penalty,  em- 
bargo and  limited  subpoena  authority  for  medical  devices,  in  most 
instances,  the  Agency  does  not  have  these  tools  for  the  other  prod- 
ucts that  it  regulates.  Meanwhile,  many  other  federal  agencies 


1  The  bill  is  addressed  to  the  Secretary  of  the  Department  of  Health  and  Human  Services 
("Secretary")  rather  than  to  the  Food  and  Drug  Administration  ("FDA").  However,  under  sec- 
tion 903  of  the  Federal  Food,  Drug  and  Cosmetic  Act  ("FFDC  Act"  or  "the  Act"),  the  Secretary 
administers  the  Act  through  the  Commissioner  of  Food  and  Drugs.  21  U.S.C.  393;  see  also  21 
C.F.R.  5.10,  5.11  (1992).  Therefore,  this  report  generally  refers  to  the  FDA  as  the  agency  respon- 
sible for  administering  the  bill. 
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have  these  same  authorities  in  comparable  circumstances.  As  the 
Congressional  Research  Service  found  in  a  report  to  the  Subcom- 
mittee on  Health  and  the  Environment,  the  authorities  that  the 
bill  would  grant  to  the  FDA  "are  apparently  comparable  to  those 
granted  other  agencies."  Congressional  Research  Service,  American 
Law  Division,  "Report  to  House  Subcommittee  on  Health  and  the 
Environment  on  H.R.  2597"  (June  25,  1991). 

Hearings 

The  Committee's  Subcommittee  on  Health  and  the  Environment 
held  hearings  on  H.R.  2597  (The  Food,  Drug  and  Cosmetic  Enforce- 
ment Act  of  1991)  on  July  17,  1992.  Testimony  was  received  from 
seven  witnesses.  The  witnesses  included  the  Commissioner  of  Food 
and  Drugs  and  representatives  of  the  American  Association  of  Re- 
tired Persons,  Public  Citizen  Health  Research  Group,  the  National 
Food  Processors  Association,  the  Grocery  Manufacturers  Associa- 
tion, the  Health  Industry  Manufacturers  Association,  and  the 
Pharmaceutical  Manufacturers  Association. 

Committee  Consideration 

On  October  10,  1991,  the  Subcommittee  on  Health  and  the  Envi- 
ronment met  in  open  session  to  consider  H.R.  2597,  and  ordered  the 
bill  reported,  with  amendments,  by  a  voice  vote,  a  quorum  being 
present.  A  clean  bill,  H.R.  3642,  was  introduced  on  October  24, 
1991.  On  July  9,  1992,  the  Committee  met  in  open  session  and  or- 
dered H.R.  3642  reported,  with  amendments,  by  voice  vote,  a 
quorum  being  present. 

Committee  Oversight  Findings 

In  compliance  with  clause  2(1)(3)(A)  of  the  rule  XI  of  the  Rules  of 
the  House  of  Representatives,  the  Committee  states  that  the  Com- 
mittee's Subcommittee  on  Oversight  and  Investigations  issued  the 
following  reports  pertaining  to  H.R.  3642:  "Filthy  Food,  Dubious 
Drugs,  and  Defective  Devices:  The  Legacy  of  the  FDA's  Antiquated 
Statute,"  Print  102-N,  102d  Cong.,  1st  Sess.  (September  1991); 
"Hard  to  Swallow,  FDA  Enforcement  Program  for  Imported  Food," 
Committee  Print  101-L,  101st  Cong.,  1st  Sess.  (1989).  No  other  over- 
sight findings  or  recommendations  have  been  made  by  the  Subcom- 
mittee. 

Committee  on  Government  Operations 

In  compliance  with  clause  2(1)(3)(D)  of  rule  XI  of  the  Rules  of  the 
House  of  Representatives,  the  Committee  states  that  no  oversight 
findings  have  been  submitted  to  the  Committee  by  the  Committee 
on  Government  on  Operations. 

Committee  Cost  Estimate 

In  compliance  with  clause  7(a)  of  rule  XIII  of  the  Rules  of  the 
House  of  Representatives,  the  Committee  states  that  there  will  be 
no  cost  incurred  in  carrying  out  this  legislation. 
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Congressional  Budget  Office  Estimate 

U.S.  Congress, 
Congressional  Budget  Office, 
Washington,  DC,  October  1,  1992. 

Hon.  John  D.  Dingell, 

Chairman,  Committee  on  Energy  and  Commerce, 
House  of  Representa  tives,  Washington,  DC 

Dear  Mr.  Chairman:  The  Congressional  Budget  Office  has  re- 
viewed H.R.  3642,  the  Food,  Drug,  Cosmetic,  and  Device  Safety 
Amendments  of  1992.  The  legislation  was  ordered  reported  by  the 
House  Committee  on  Energy  and  Commerce  on  July  9,  1992.  We 
estimate  that  H.R.  3642  could  result  in  increased  receipts  to  the 
federal  government,  as  well  as  small  discretionary  costs  to  the 
Food  and  Drug  Administration.  Thus,  the  act  is  subject  to  pay-as- 
you-go  scoring  under  section  252  of  the  Balanced  Budget  and  Emer- 
gency Deficit  Control  Act  of  1985.  The  receipts  are  not  expected  to 
exceed  $500,000  per  year.  The  estimate  required  under  clause  8  of 
House  Rule  XXI  is  enclosed. 

H.R.  3642  would  strengthen  the  FDA's  enforcement  authority  re- 
garding inspections  of  foods,  drugs,  cosmetics,  and  devices  but 
would  not  require  the  FDA  to  conduct  more  inspections.  According 
to  the  FDA,  the  agency  would  incur  small  costs  for  administrative 
activities,  but  these  costs  are  not  expected  to  be  significant.  Section 
4  of  the  bill  would  authorize  the  FDA  to  collect  administrative  civil 
money  penalties  in  cases  where  an  entity  violates  a  requirement  of 
the  act.  Receipt  collections  would  depend  on  the  number  of  entities 
that  violate  the  act  and  the  size  of  the  penalties.  According  to  the 
FDA,  the  amount  of  penalty  collections  is  not  expected  to  be  signif- 
icant. 

If  you  wish  further  details  on  this  estimate,  we  will  be  pleased  to 
provide  them.  The  CBO  staff  contact  is  Connie  Takata,  who  can  be 
reached  at  226-2820. 
Sincerely, 

James  L.  Blum 
(For  Robert  D.  Reischauer,  Director). 

Enclosure. 

congressional  budget  office  estimate1 

The  applicable  cost  estimate  of  this  Act  for  all  purposes  of  sec- 
tions 252  and  253  of  the  Balanced  Budget  and  Emergency  Deficit 
Control  Act  of  1985  shall  be  as  follows: 


[By  fiscal  years,  in  millions  of  dollars] 


1993  1994 

1995 

Change  in  outlays  

Change  in  receipts  

  (J)  (») 

  0  0 

(M 
0 

1  Not  applicable. 


1  An  estimate  of  H.R.  3642,  the  Food,  Drug,  Cosmetic,  and  Device  Safety  Amendments  of  1992, 
as  ordered  reported  by  the  House  Committee  on  Energy  and  Commerce  on  July  9,  1992.  This 
estimate  was  transmitted  by  the  Congressional  Budget  Office  on  October  1,  1992. 
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Inflationary  Impact  Statement 

Pursuant  to  clause  (2)(1)(4)  of  rule  XI  of  the  Rules  of  the  House  of 
Representatives,  the  Committee  states  that  it  does  not  believe  that 
the  bill  will  have  any  impact  on  inflation. 

Section-by-Section  Analysis 

section  1  (short  title,  reference  and  table  of  contents) 

The  short  title  of  the  bill  is  the  Food,  Drug,  Cosmetic,  and  Device 
Safety  Amendments  of  1992. 

SECTION  2  (RECALLS) 

Section  2(a)  would  add  a  new  section  308  to  the  Federal  Food, 
Drug  and  Cosmetic  Act  to  give  the  FDA  administrative  recall  au- 
thority for  foods,  drugs  and  cosmetics.  Section  518(e)  of  the  Act  (21 
U.S.C.  360h(e))  currently  gives  the  FDA  this  authority  for  medical 
devices. 

Section  2(a)  would  provide  manufacturers  and  other  affected  par- 
ties with  an  opportunity  for  an  informal  hearing  before  the  FDA 
may  issue  an  administrative  recall  order.  In  an  emergency,  the 
notice  of  the  hearing  may  be  given  by  a  fax  machine,  and  the  hear- 
ing may  be  held  over  the  telephone,  as  is  currently  the  practice  in 
some  courts  and  administrative  agencies.  The  procedures  provided 
are  similar  to  those  adopted  for  medical  devices  in  1990.  Section 
518(e)(2)  of  the  Act  (21  U.S.C.  360h(e)(2)). 

Section  2(b)  would  amend  section  302(a)  of  the  Act  (21  U.S.C. 
332(a))  to  give  the  FDA  explicit  authority  to  seek  a  judicial  recall 
order  pertaining  to  foods,  drugs,  cosmetics  or  devices.  The  Commit- 
tee believes  the  courts  already  have  authority  to  order  recalls 
under  section  302  of  the  FFDC  Act.  Section  2(b)  is  intended  to  re- 
solve any  doubts  on  this  question. 

Section  2(b)  authorizes  a  judicial  recall  order  where  "there  is  a 
reasonable  probability  that  the  food,  drug,  device,  or  cosmetic  will 
cause  serious  adverse  health  consequences  or  death."  By  this  limit- 
ing language,  the  Committee  does  not  intend  to  narrow  any  author- 
ity to  issue  recall  orders  that  the  courts  have  under  current  law. 

SECTION  3  (TEMPORARY  DETECTION) 

Section  3  would  give  the  FDA  the  authority  to  detain  foods, 
drugs  and  cosmetics.  The  agency  currently  has  this  authority  for 
medical  devices  where  it  "has  reason  to  believe"  that  the  device  is 
adulterated  or  misbranded  (section  304(g)  of  the  FFDC  Act,  21 
U.S.C.  334(g)).  The  detention  may  last  no  longer  than  20  days  (with 
a  single  10-day  extension)  and  is  intended  to  give  the  Agency  time 
to  obtain  a  seizure  order  from  the  court. 

Section  3  would  extend  to  drugs  the  detention  authority  current- 
ly applicable  to  devices.  In  the  case  of  foods  and  cosmetics  which 
are  seasonal  products,  the  detention  may  not  exceed  seven  days  or 
such  other  period  as  the  FDA  prescribes  in  regulations  defining 
seasonal  products.  The  detention  of  perishable  products  is  limited 
to  two  days  unless  the  FDA  determines  that  additional  time  is 
needed,  but  the  administrative  detention  of  such  a  product  may  not 
exceed  seven  days.  Section  3  also  requires  the  FDA  to  issue  regula- 
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tions  to  minimize  the  deterioration  of  foods  and  cosmetics  that  are 
detained. 

In  the  case  of  a  food  or  cosmetic,  a  detention  order  is  a  final 
agency  action,  and  therefore  is  reviewable  in  court  pursuant  to  sec- 
tion 706  of  title  5  of  the  United  States  Code. 

SECTION  4  (CIVIL  MONEY  PENALTIES) 

Section  4  would  give  the  FDA  the  authority  to  assess  civil  money 
penalties  against  persons  who  have  violated  certain  provisions  of 
the  FFDC  Act  or  knowingly  engaged  in  fraudulent  conduct  with  re- 
spect to  a  matter  within  the  jurisdiction  of  the  Agency.  The  FDA 
was  given  civil  penalty  authority  in  the  Safe  Medical  Device  Act  of 
1990,  Public  Law  No.  101-629.  Section  4  gives  the  Agency  the  au- 
thority to  asses  civil  penalties  for  drugs  which  is  comparable  to  the 
authority  in  the  provision  applicable  to  medical  devices  (section 
303(f)  of  the  FFDC  Act,  21  U.S.C.  333(f)).  In  the  case  of  food  and 
cosmetics,  civil  penalties  may  be  assessed  only  for  violations  relat- 
ed to  safety. 

The  FDA  may  initiate  a  civil  penalty  investigation  only  if  it  has 
reason  to  believe  that  a  violation  of  law  has  occurred.  In  the  course 
of  any  investigation  or  hearing  regarding  a  civil  penalty,  the  FDA 
may  issue  subpoenas  requiring  the  attendance  and  testimony  of 
witnesses  and  the  production  of  evidence  that  relates  to  the  matter 
under  investigation,  with  the  exception  of  records  that  are  trade  se- 
crets and  that  identify  a  formula,  an  ingredient  contained  in,  or  a 
manufacturing  process  for  a  flavor,  fragrance  or  spice. 

Section  4  also  provides  that  the  Attorney  General  may  initiate  a 
civil  penalty  action  in  lieu  of  an  administrative  civil  penalty  pro- 
ceeding. 

SECTION  5  (INSPECTIONS) 

Under  current  law,  the  FDA  may  generally  inspect  facilities  of 
the  companies  that  it  regulates.  It  may  also  inspect  the  records  of 
companies  manufacturing  prescription  drugs  and  certain  medical 
devices.  Section  5  would  extend  the  Agency's  current  record  inspec- 
tion authority  to  over-the-counter  drugs  and  all  medical  devices. 

In  the  case  of  foods  and  cosmetics,  the  bill  would  extend  record 
inspection  authority  to  ingredients,  quality  control  tests  pertaining 
to  a  safety  concern  identified  by  the  FDA,  tests  done  to  comply 
with  the  Nutrition  Labeling  and  Education  Act  of  1990,  consumer 
complaints  relating  to  safety,  and  records  pertaining  to  the  time 
and  temperature  at  which  a  food  is  processed.  If  the  identity  of  the 
ingredients  is  a  trade  secret,  then  the  company  need  only  inform 
the  inspector  of  the  ingredients  used  in  the  facility. 

Protections  are  provided  for  financial  data  and  certain  other 
types  of  sensitive  data,  including  trade  secrets  which  identify  a  for- 
mula for,  an  ingredient  contained  in,  or  a  manufacturing  process 
for  a  flavor,  fragrance  or  spice  for  a  food  or  cosmetic. 

Records  could  be  inspected  pursuant  to  section  5  regardless  of 
whether  they  were  located  in  the  plant  being  inspected.  Also,  the 
FDA  would  have  authority  to  direct  a  company  to  identify  specific 
categories  of  records  (such  as  all  quality  control  records  relating  to 
glass  in  baby  food)  as  long  as  it  does  so  within  a  reasonable  time 
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before  the  inspection.  Section  5  would  also  permit  the  FDA  to  use 
photographic  equipment  to  document  apparent  violations  of  law. 

Concerns  have  been  raised  about  the  FDA's  access  to  donor 
records  maintained  in  blood  establishments.  Volunteers  who 
donate  blood  and  its  related  products  may  view  the  donor  records 
required  to  be  maintained  by  FDA  as  comparable  to  a  medical  file 
in  terms  of  the  confidentiality  to  which  is  entitled.  As  a  result, 
blood  establishments  generally  prefer  to  delete  personal  identifying 
information  from  records  available  to  the  FDA. 

FDA  has  the  authority  under  current  law,  section  704  of  the 
FFDC  Act  (21  U.S.C.  374)  and  section  351  of  the  Public  Health 
Service  Act  (42  U.S.C.  262),  to  review  donor  records,  including 
donor  identifying  information.  Some  blood  establishments  have 
provided  FDA  with  access  to  these  donor  records  with  the  donor's 
identifying  information  deleted.  The  FDA  has  generally  accepted 
this  practice.  On  some  occasions,  however,  FDA  has  advised  the  li- 
censee that  it  considers  this  to  be  a  partial  refusal  of  inspection. 

Congress  is  mindful  of  the  need  to  protect  the  confidentiality  of 
donor  identifying  information  where  appropriate.  Congress  also 
recognizes  the  need  of  FDA  to  have  access  to  donor  identifying  in- 
formation on  such  occasions  where  the  Agency  deems  such  access 
to  be  necessary  for  protection  of  the  public  health.  However,  in  the 
Committee's  view,  there  is  nothing  in  this  legislation  which  re- 
quires FDA  to  demand  access  to  donor  identifying  information 
where  such  access  would  be  unnecessary  to  the  fulfillment  of 
FDA's  regulatory  mission. 

SECTION  6  (IMPORTED  ARTICLES) 

Section  6  would  require  that  a  product  refused  entry  into  this 
country  be  so  labeled,  increase  the  size  of  the  bond  that  would  have 
to  be  posted  to  move  an  imported  product  pending  correction  of  the 
defect  identified  by  a  U.S.  inspector;  and  direct  that  any  imported 
product  be  destroyed  where  it  presents  a  significant  risk  to  health. 

Section  6  would  also  amend  section  801(d)  of  the  Act  21  U.S.C. 
381(d))  to  require  that  if  an  article  which  is  refused  admission  is  to 
be  exported,  the  Secretary  of  Treasury  shall  require  the  importer 
of  the  article  to  mark  it  ' 'United  States  Refused  Entry"  before  it 
may  be  exported  and  to  report  to  the  Secretary  the  intended  desti- 
nation of  such  article.  Section  6(c)(1)  requires  that  the  Secretary  of 
Treasury  promulgate  regulations,  within  one  year  of  the  date  of  en- 
actment, for  the  marking  requirement  under  section  801(d)  of  the 
Act.  Section  6(c)(2)  states  that  section  801(d)  of  the  Act,  as  amend- 
ed, shall  not  take  effect  until  the  effective  date  of  these  regula- 
tions. 

The  Committee  does  not  intend  for  the  provision  to  designate  the 
method  or  location  of  marking  necessary  for  compliance  with  this 
provision.  These  issues  are  left  to  rulemaking.  The  Committee  rec- 
ognizes that  the  marking  of  individual  articles  which  are  refused 
admission  may  be  unduly  burdensome,  infeasible  or  impossible.  For 
example,  if  a  container  holding  a  large  number  of  canned  goods  is 
refused  admission,  it  would  be  commercially  infeasible  to  require 
that  each  individual  package  be  marked  ' 'United  States  Refused 
Entry."  Indeed,  certain  types  of  goods,  especially  bulk  items  such 
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as  grains,  chemicals  and  fertilizers,  are  incapable  of  being  marked. 
In  other  instances,  where  a  large  shipping  container  includes  nu- 
merous boxes  or  packages  of  products,  the  requirements  of  this  sec- 
tion could  be  met  by  the  labelling  of  only  the  outermost  container. 
In  many  cases,  to  do  otherwise  would  impose  an  unloading  and 
loading  cost  resulting  in  an  unfair  economic  burden  which  would 
effectively  confiscate  a  substantial  part  of  the  value  of  the  ship- 
ment. 

The  Committee  is  concerned,  however,  that  products  which  have 
been  refused  admission  and  exported  do  not  find  their  way  to  an- 
other U.S.  port  without  clear  and  obvious  identification  as  to  their 
status.  The  Secretary  of  Treasury  should  develop  and  promulgate 
regulations  pursuant  to  Section  (8)(c)(l)  to  establish  marking  re- 
quirements which  achieve  this  objective  without  unreasonable 
hardship  to  the  importer. 

SECTION  7  (INTERSTATE  COMMERCE) 

In  most  cases,  the  FDA  must  prove  as  an  element  of  any  enforce- 
ment action  that  the  product  was  introduced  or  delivered  for  intro- 
duction into  interstate  commerce.  Under  section  709  of  the  FFDC 
Act,  the  connection  with  interstate  commerce  is  presumed  to  exist 
for  medical  devices.  Section  7  would  extend  that  presumption  to 
foods,  drugs  and  cosmetics. 

SECTION  8  (BIOLOGICAL  PRODUCTS) 

Section  8  moves  the  provisions  covering  biological  products  from 
the  Public  Health  Service  Act  to  the  FFDC  Act.  It  does  not  make 
any  significant  changes  in  the  law. 

SECTION  9  (VITAMfNS,  MINERALS,  AND  HERBS) 

Section  9  states  that  the  enhancement  of  authorities  in  the  bill 
shall  not  be  construed  to  enlarge  the  requirements  to  be  enforced 
or  to  relieve  any  limitation  placed  in  the  FFDC  Act  on  the  FDA's 
authority  with  respect  to  vitamins,  minerals,  and  herbs. 

Agency  Views 

Secretary  of  Health  and  Human  Services, 

Washington,  DC,  June  28,  1992. 

Hon.  John  D.  Dingell, 

Chairman,  Committee  on  Energy  and  Commerce, 
House  of  Representatives,  Washington,  DC 

Dear  Mr.  Chairman:  We  understand  that  the  Energy  and  Com- 
merce Committee  will  soon  consider  an  amendment  in  the  nature 
of  a  substitute  to  H.R.  3642,  the  Food,  Drug,  Cosmetic,  and  Device 
Safety  Amendments.  This  bill  would  amend  the  Federal  Food, 
Drug,  and  Cosmetic  Act  to  give  significant  new  authorities  and 
some  expansion  of  current  authorities  to  the  Food  and  Drug  Ad- 
ministration (FDA).  Included  are  recall  authority,  civil  money  pen- 
alties, subpoena  authority,  and  expanded  authority  to  inspect  and 
document  company  records  during  facility  inspections. 

If  the  bill  were  presented  to  the  President,  his  senior  advisers 
would  recommend  that  he  veto  it. 
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Based  upon  the  Committee  Discussion  Draft,  dated  June  8,  1992, 
it  appears  that  changes  have  been  made  to  narrow  some  of  the  new 
authorities  and  safeguards  have  been  added  to  guard  against  un- 
warranted or  unauthorized  use  of  these  authorities.  However,  the 
Administration  continues  to  oppose  strongly  the  basic  provisions  of 
the  bill.  The  extension  and  addition  of  broad  enforcement  authori- 
ties proposed  by  the  bill  are  unnecessary.  The  current  statute  pro- 
vides sufficient  enforcement  authority  to  FDA,  and  FDA  has  used 
that  authority  and  significantly  increased  the  frequency  and  effec- 
tiveness of  enforcement  actions.  We  believe  that  vigorous  enforce- 
ment by  FDA  is  sending  a  clear  signal  to  industry  and  to  those  who 
might  violate  the  law  and  threaten  the  health  and  safety  of  con- 
sumers. 

At  a  time  when  government  has  imposed  significant  burdens  on 
the  economy,  and  when  our  economy  is  struggling  to  accelerate 
growth,  unnecessary  regulatory  burdens  should  be  avoided.  The 
President  has  mentioned  the  FDA  enforcement  bill  in  speeches  as 
an  example  of  excessive  regulation  that  he  will  strongly  oppose. 

Accordingly,  if  the  substitute  for  H.R.  3642  were  presented  to  the 
President,  his  senior  advisors  would  recomend  that  it  be  vetoed. 

We  are  advised  by  the  Office  of  Management  and  Budget  that 
there  is  no  objection  to  the  presentation  of  this  report  to  Congress, 
and  that  enactment  of  H.R.  3642  as  amended  would  not  be  in 
accord  with  the  program  of  the  President. 
Sincerely, 

Louis  W.  Sullivan,  M.D. 
Changes  in  Existing  Law  Made  by  the  Bill,  as  Reported 

In  compliance  with  clause  3  of  rule  XIII  of  the  Rules  of  the 
House  of  Representatives,  changes  in  existing  law  made  by  the  bill, 
as  reported,  are  shown  as  follows  (existing  law  proposed  to  be  omit- 
ted is  enclosed  in  black  brackets,  new  matter  is  printed  in  italic, 
existing  law  in  which  no  change  is  proposed  is  shown  in  roman): 

Federal  Food,  Drug,  and  Cosmetic  Act 
******* 

CHAPTER  II— DEFINITIONS 

Sec.  201.  For  the  purposes  of  this  Act — 
(a)  *  *  * 

******* 

(cc)  The  term  "knowingly"  or  "knew"  means  that  a  person,  with 
respect  to  information  or  an  action — 

******* 

(gg)  The  term  "district  court  of  the  United  States1'  includes  a 
United  States  court  of  the  Territories. 
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CHAPTER  III— [PROHIBITED  ACTS  AND  PENALTIES] 

PROHIBITED  ACTS,  PENALTIES,  AND  A  UTHORITIES 

PROHIBITED  ACTS 

Sec.  301.  The  following  acts  and  the  causing  thereof  are  hereby 
prohibited: 

(a)  *  *  * 

*  *  *  *  *  *  #  . 

(e)  The  refusal  to  permit  access  to  or  copying  of  any  record  as 
required  by  section  412  or  703 [;  or  the  failure],  the  failure  or  re- 
fusal to  provide  access  to,  or  to  permit  copying  or  verification  of, 
records  as  required  by  section  704(a)(4),  or  the  failure  to  establish  or 
maintain  any  record,  or  make  any  report,  required  under  section 
412,  505  (i)  or  (k),  507  (d)  or  (g),  512  (j),  (1)  or  (m),  515(f),  [or  519] 
519,  or  704(f),  or  the  refusal  to  permit  access  to  or  verification  or 
copying  of  any  such  required  record. 

*  *  *  *  *  *  * 

(j)  The  using  by  any  person  to  his  own  advantage,  or  revealing, 
other  than  to  the  Secretary  or  officers  or  employees  of  the  Depart- 
ment, or  to  the  courts  when  relevant  in  any  judicial  proceeding 
under  this  Act,  any  information  acquired  under  authority  of  sec- 
tion 312,  404,  409,  412,  505,  507,  510,  512,  513,  514,  515,  516,  518, 
519,  520,  704,  706,  or  708  concerning  any  method  or  process  which 
as  a  trade  secret  is  entitled  to  protection.  This  paragraph  does  not 
authorize  the  withholding  of  information  from  either  House  of  Con- 
gress or  from,  to  the  extent  of  matter  within  its  jurisdiction,  any 
committee  or  subcommittee  of  such  committee  or  any  joint  commit- 
tee of  Congress  or  any  subcommittee  of  such  joint  committee. 

*  *        -   *  *  *  *  -  * 

[(r)  The  movement  of  a  device  in  violation  of  an  order  under  sec- 
tion 304(g)  or  the  removal  or  alteration  of  any  mark  or  label  re- 
quired by  the  order  to  identify  the  device  as  detained.] 

(r)  The  movement  of  a  device  or  drug  in  violation  of  an  order 
under  section  304(g),  the  movement  of  a  food  or  cosmetic  in  violation 
of  an  order  under  section  304(h),  or  the  removal  or  alteration  of  any 
mark  or  label  required  by  such  an  order  to  identify  the  device,  drug, 
food,  or  cosmetic  detained. 

*  *  *  _         *  *  *  * 

(u)  The  failure  to  comply  with  a  recall  order  under  section  311. 

(v)  The  failure  to  place  on  an  article  a  mark  required  by  section 
801(a)  or  the  removal  or  alteration  of  such  a  mark. 

(w)  The  importation  or  introduction  or  delivery  for  introduction 
into  interstate  commerce  of  an  article  which  has  been  refused  ad- 
mission under  section  801. 

(x)  The  violation  or  the  aiding  or  abetting  a  violation  of  section 
505A. 

INJUNCTION  AND  JUDICIAL  RECALL  PROCEEDINGS 

Sec.  302.  (a)(1)  The  district  courts  of  the  United  States  and  the 
United  States  courts  of  the  Territories  shall  have  jurisdiction,  for 
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cause  shown,  and  subject  to  the  provisions  of  section  17  (relating  to 
notice  to  opposite  party)  of  the  Act  entitled  "An  Act  to  supplement 
existing  laws  against  unlawful  restraints  and  monopolies,  and  for 
other  purpose",  approved  October  15,  1914,  as  amended  (U.S.C., 
1934  ed.,  title  28,  sec.  381),  to  restrain  violations  of  section  301, 
except  paragraphs  (h),  (i),  and  (j). 

(2)  Any  district  court  of  the  United  States  may  order  any  appro- 
priate person  (including  the  manufacturer,  importer,  distributor,  or 
retailer  of  a  food,  drug,  device,  or  cosmetic)  to  recall  a  food,  drug, 
device,  or  cosmetic  if  the  court  finds  that  there  is  a  reasonable  prob- 
ability that  the  food,  drug,  device,  or  cosmetic  will  cause  serious  ad- 
verse health  consequences  or  death. 

******* 

[penalties]  judicial  civil  and  criminal  penalties 

Sec.  303.  (a)  *  *  * 

******* 

[(f)(1)(A)  Except  as  provided  in  subparagraph  (B),  any  person 
who  violates  a  requirement  of  this  Act  which  relates  to  devices 
shall  be  liable  to  the  United  States  for  a  civil  penalty  in  an  amount 
not  to  exceed  $15,000  for  each  such  violation,  and  not  to  exceed 
$1,000,000  for  all  such  violations  adjudicated  in  a  single  proceeding. 
[(B)  Subparagraph  (A)  shall  not  apply — 

[(i)  to  any  person  who  violates  the  requirements  of  section 
519(a)  or  520(f)  unless  such  violation  constitutes  (I)  a  significant 
or  knowing  departure  from  such  requirements,  or  (II)  a  risk  to 
public  health, 

[(ii)  to  any  person  who  commits  minor  violations  of  section 
519(e)  or  519(f)  (only  with  respect  to  correction  reports)  if  such 
person  demonstrates  substantial  compliance  with  such  section, 
or 

[(iii)  to  violations  of  section  501(a)(2)(A)  which  involve  one  or 
more  devices  which  are  not  defective. 

[(2)(A)  A  civil  penalty  under  paragraph  (1)  shall  be  assessed  by 
the  Secretary  by  an  order  made  on  the  record  after  opportunity  for 
a  hearing  provided  in  accordance  with  this  subparagraph  and  sec- 
tion 554  of  title  5,  United  States  Code.  Before  issuing  such  an 
order,  the  Secretary  shall  give  written  notice  to  the  person  to  be 
assessed  a  civil  penalty  under  such  order  of  the  Secretary's  propos- 
al to  issue  such  order  and  provide  such  person  an  opportunity  for  a 
hearing  on  the  order.  In  the  course  of  any  investigation,  the  Secre- 
tary may  issue  subpoenas  requiring  the  attendance  and  testimony 
of  witnesses  and  the  production  of  evidence  that  relates  to  the 
matter  under  investigation. 

[(B)  In  determining  the  amount  of  a  civil  penalty,  the  Secretary 
shall  take  into  account  the  nature,  circumstances,  extent,  and  grav- 
ity of  the  violation  or  violations  and,  with  respect  to  the  violator, 
ability  to  pay,  effect  on  ability  to  continue  to  do  business,  any  his- 
tory of  prior  such  violations,  the  degree  of  culpability,  and  such 
other  matters  as  justice  may  require. 

[(C)  The  Secretary  may  compromise,  modify,  or  remit,  with  or 
without  conditions,  any  civil  penalty  which  may  be  assessed  under 
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paragraph  (1).  The  amount  of  such  penalty,  when  finally  deter- 
mined, or  the  amount  agreed  upon  in  compromise,  may  be  deduct- 
ed from  any  sums  owing  by  the  United  States  to  the  person 
charged. 

[(3)  Any  person  who  requested,  in  accordance  with  paragraph 
(2)(A),  a  hearing  respecting  the  assessment  of  a  civil  penalty  and 
who  is  aggrieved  by  an  order  assessing  a  civil  penalty  may  file  a 
petition  for  judicial  review  of  such  order  with  the  United  States 
Court  of  Appeals  for  the  District  of  Columbia  Circuit  or  for  any 
other  circuit  in  which  such  person  resides  or  transacts  business. 
Such  a  petition  may  only  be  filed  within  the  60-day  period  begin- 
ning on  the  date  the  order  making  such  assessment  was  issued. 
[(4)  If  any  person  fails  to  pay  an  assessment  of  a  civil  penalty— 
[(A)  after  the  order  making  the  assessment  becomes  final, 

and  if  such  person  does  not  file  a  petition  for  judicial  review  of 

the  order  in  accordance  with  paragraph  (3),  or 

[(B)  after  a  court  in  an  action  brought  under  paragraph  (3) 

has  entered  a  final  judgment  in  favor  of  the  Secretary, 
the  Attorney  General  shall  recover  the  amount  assessed  (plus  in- 
terest at  currently  prevailing  rates  from  the  date  of  the  expiration 
of  the  60-day  period  referred  to  in  paragraph  (3)  or  the  date  of  such 
final  judgment,  as  the  case  may  be)  in  an  action  brought  in  any 
appropriate  district  court  of  the  United  States.  In  such  an  action, 
the  validity,  amount,  and  appropriateness  of  such  penalty  shall  not 
be  subject  to  review.] 

[seizure]  seizure  and  temporary  detention 

Sec  304.  (a)(1)  [Any  article  of  food,  drug,  or  cosmetic  that  is 
adulterated  or  misbranded  when  introduced  into  or  while  in  inter- 
state commerce  or  while  held  for  sale  (whether  or  not  the  first  sale) 
after  shipment  in  interstate  commerce,  or  which  may  not,  under 
the  provisions  of  section  404  or  505,  be  introduced  into  interstate 
commerce,  shall  be  liable]  Any  article  of  food,  drug,  device,  or  cos- 
metic that  is  in  violation  of  this  Act  shall  be  liable  to  be  proceeded 
against  while  in  interstate  commerce,  or  at  any  time  thereafter,  on 
libel  of  information  and  condemned  in  any  district  court  of  the 
United  States  or  United  States  court  of  a  Territory  within  the  ju- 
risdiction of  which  the  article  is  found:  Provided,  however,  That  no 
libel  for  condemnation  shall  be  instituted  under  this  Act,  for  any 
alleged  misbranding  if  there  is  pending  in  any  court  a  libel  for  con- 
demnation proceeding  under  this  Act  based  upon  the  same  alleged 
misbranding,  and  not  more  than  one  such  proceeding  shall  be  insti- 
tuted if  no  such  proceeding  is  so  pending,  except  that  such  limita- 
tions shall  not  apply  (A)  when  such  misbranding  has  been  the  basis 
of  a  prior  judgment  in  favor  of  the  United  States,  in  a  criminal, 
injunction,  or  libel  for  condemnation  proceeding  under  this  Act,  or 
(B)  when  the  Secretary  has  probable  cause  to  believe  from  facts 
found,  without  hearing,  by  him  or  any  officer  or  employee  of  the 
Department  that  the  misbranded  article  is  dangerous  to  health,  or 
that  the  labeling  of  the  misbranded  article  is  fraudulent,  or  would 
be  in  a  material  respect  misleading  to  the  injury  or  damage  of  the 
purchaser  or  consumer.  In  any  case  where  the  number  of  libel  for 
condemnation  proceedings  is  limited  as  above  provided  the  proceed- 
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ing  pending  or  instituted  shall,  on  application  of  the  claimant,  sea- 
sonably made,  be  removed  for  trial  to  any  district  agreed  upon  by 
stipulation  between  the  parties,  or,  in  case  of  failure  to  so  stipulate 
within  a  reasonable  time,  the  claimant  may  apply  to  the  court  of 
the  district  in  which  the  seizure  has  been  made,  and  such  court 
(after  giving  the  United  States  attorney  for  such  district  reasonable 
notice  and  opportunity  to  be  heard)  shall  by  order,  unless  good 
cause  to  the  contrary  is  shown,  specify  a  district  of  reasonable 
proximity  to  the  claimant's  principal  place  of  business  to  which  the 
case  shall  be  removed  for  trial. 

******* 

(g)(1)  If  during  an  inspection  conducted  under  section  704  of  a  fa- 
cility or  a  vehicle,  a  drug  or  device  which  the  officer  or  employee 
making  the  inspection  has  reason  to  believe  is  adulterated  or  mis- 
branded,  or  in  violation  of  this  Act  is  found  in  such  facility  or  vehi- 
cle, such  officer  or  employee  may  order  the  drug  or  device  detained 
(in  accordance  with  regulations  prescribed  by  the  Secretary)  for  a 
reasonable  period  which  may  not  exceed  twenty  days  unless  the 
Secretary  determines  that  a  period  of  detention  greater  than 
twenty  days  is  required  to  institute  an  action  under  subsection  (a) 
or  section  302,  in  which  case  [he]  the  Secretary  may  authorize  a 
detention  period  of  not  to  exceed  thirty  days.  Regulations  of  the 
Secretary  prescribed  under  this  paragraph  shall  require  that  before 
a  drug  or  device  may  be  ordered  detained  under  this  paragraph  the 
Secretary  or  an  officer  or  employee  designated  by  the  Secretary  ap- 
prove such  order.  A  detention  order  under  this  paragraph  may  re- 
quire the  labeling  or  marking  of  a  drug  or  device  during  the  period 
of  its  detention  for  the  purpose  of  identifying  the  drug  or  device  as 
detained.  In  determining  whether  a  temporary  detention  should  be 
ordered  under  this  paragraph  and  in  determining  the  period  of  such 
detention,  the  Secretary  shall  consider  the  intended  use  of  the  drug 
or  device,  whether  the  drug  or  device  is  in  short  supply,  and  the 
shelf  life  of  the  drug  or  device.  Any  person  who  would  be  entitled 
to  claim  a  drug  or  device  if  it  were  seized  under  subsection  (a)  may 
appeal  to  the  Secretary  a  detention  of  such  drug  or  device  under 
this  paragraph.  Within  five  days  of  the  date  an  appeal  of  a  deten- 
tion is  filed  with  the  Secretary,  the  Secretary  shall  after  affording 
opportunity  for  an  informal  hearing  by  order  confirm  the  detention 
or  revoke  it. 

(2)(A)  Except  as  authorized  by  subparagraph  (B),  a  device  subject 
to  a  detention  order  issued  under  paragraph  (1)  shall  be  moved  by 
any  person  from  the  place  at  which  it  is  ordered  detained  until — 

(i)  released  by  the  Secretary,  or 

(ii)  the  expiration  of  the  detention  period  applicable  to  such 
order, 

whichever  occurs  first. 

(B)  A  drug  or  device  subject  to  a  detention  order  under  para- 
graph (1)  may  be  moved — 

(i)  in  accordance  with  regulations  prescribed  by  the  Secre- 
tary, and 

(ii)  if  not  in  final  form  for  shipment,  at  the  discretion  of  the 
manufacturer  of  the  drug  or  device  for  the  purpose  of  complet- 
ing the  work  required  to  put  it  in  such  form. 
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(h)(1)  If,  during  an  inspection  conducted  under  section  704,  an  of- 
ficer or  employee  of  the  Department  has  reason  to  believe  that  a 
food  or  cosmetic  is  in  violation  of  this  Act  and  that  the  violation 
involves  fraud  or  a  risk  to  health,  such  officer  or  employee  may 
order  the  food  or  cosmetic  detained  (in  accordance  with  regulations 
of  the  Secretary).  Such  detention  shall  be  for  a  reasonable  period 
which  may  not  exceed  20  days  unless  the  Secretary  determines  that 
a  period  of  detention  greater  than  20  days  is  required  to  institute  an 
action  under  subsection  (a)  or  section  302,  in  which  case  the  Secre- 
tary may  authorize  a  detention  period  of  not  to  exceed  30  days, 
except  that  in  the  case  of  a  seasonal  product  (as  defined  by  the  Sec- 
retary by  regulation),  detention  shall  be  for  a  period  not  to  exceed  7 
days  or  such  other  period  as  the  Secretary  may  prescribe  in  the  regu- 
lation defining  seasonal  product,  and,  in  the  case  of  a  perishable 
product,  the  Secretary  may  not  detain  the  product  for  a  period  great- 
er than  2  days  unless  the  Secretary  determines  that  a  period  of  de- 
tention greater  than  2  days  is  required  to  institute  an  action  under 
subsection  (a)  or  section  302,  in  which  case  the  Secretary  may  au- 
thorize a  detention  period  not  to  exceed  7  days.  A  detention  order 
under  this  paragraph  may  require  the  labeling  or  marking  of  a  food 
or  cosmetic  during  the  period  of  its  detention  for  the  purpose  of 
identifying  the  food  or  cosmetic  as  detained.  A  detention  order 
under  this  paragraph  shall  be  considered  final  agency  action.  For 
purposes  of  this  paragraph,  a  product  is  a  perishable  product  if  its 
useful  or  shelf  life  is  not  more  than  30  days. 

(2)(A)  Except  as  authorized  under  subparagraph  (B),  a  food  or  cos- 
metic subject  to  a  detention  order  issued  under  paragraph  (1)  shall 
not  be  moved  by  any  person  from  the  place  at  which  it  is  ordered 
detained  until— 

(i)  released  by  the  Secretary,  or 

(ii)  the  expiration  of  the  detention  period  applicable  to  such 
order, 

whichever  occurs  first. 

(B)  A  food  or  cosmetic  subject  to  a  detention  order  issued  under 
paragraph  (1)  may  be  moved  in  accordance  with  regulations  pre- 
scribed by  the  Secretary. 

CIVIL  PENALTIES  FOR  SECTION  306 

Sec.  307.  (a)  In  General. — Any  person  that  the  Secretary  finds — 

Q)  *  *  * 

*  *  *  *  *  *  * 

SEC.  311.  ADMINISTRATIVE  RECALLS. 

(a)  Food,  Drug,  and  Cosmetic  Recalls. — 

(1)  In  general. — If,  after  providing  notice  and  an  opportuni- 
ty for  an  informal  hearing,  the  Secretary  determines  that  there 
is  a  reasonable  probability  that  a  food,  drug,  or  cosmetic  will 
cause  serious  adverse  health  consequences  or  death,  the  Secre- 
tary shall  issue  a  written  order  requiring  the  appropriate  par- 
ties (including  the  manufacturer,  importer,  distributor,  or  re- 
tailer of  such  product)  to  immediately  cease  any  distribution  of 
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the  food,  drug,  or  cosmetic  and  to  recall  it  from  commercial  dis- 
tribution and  use.  The  order  may — 

(A)  specify  a  timetable  in  which  the  recall  of  the  food, 
drug,  or  cosmetic  shall  occur,  and 

(B)  require  periodic  reports  to  the  Secretary  describing  the 
progress  of  the  recall 

The  order  shall  be  considered  final  agency  action.  The  Secretary 
may  delegate  the  authority  to  issue  such  an  order  only  to  the 
Commissioner  or  a  single  Deputy  Commissioner. 

(2)  Order. — An  order  issued  under  paragraph  (1)  shall  pro- 
vide for  notice  to  individuals  subject  to  risks  associated  with 
such  food,  drug,  or  cosmetic  or  shall  furnish  an  explanation  for 
not  providing  such  notice.  In  providing  such  notice,  the  Secre- 
tary may  use  the  assistance  of  health  professionals. 

(3)  Upon  request  from  a  person  who  is  subject  to  an  order 
issued  under  paragraph  (1),  the  Secretary  shall  stay  the  applica- 
bility of  such  order  to  such  person— 

(A)  for  24  hours,  or 

(B)  until  a  Federal  court  with  jurisdiction  acts  on  a  re- 
quest for  a  judicial  stay  made  by  such  person  within  such 
2Jf.  hours, 

whichever  is  later, 
(b)  Device  Recalls. — (1)  If  the  Secretary  finds  that  there  is  a  rea- 
sonable probability  that  a  device  intended  for  human  use  would 
cause  serious,  adverse  health  consequences  or  death,  the  Secretary 
shall  issue  an  order  requiring  the  appropriate  person  (including  the 
manufacturers,  importers,  distributors,  or  retailers  of  the  device) — 

(A)  to  immediately  cease  distribution  of  such  device,  and 

(B)  to  immediately  notify  health  professionals  and  device  user 
facilities  of  the  order  and  to  instruct  such  professionals  and  fa- 
cilities to  cease  use  of  such  device. 

The  order  shall  provide  the  person  subject  to  the  order  with  an  op- 
portunity for  an  informal  hearing,  to  be  held  not  later  than  10  days 
after  the  date  of  the  issuance  of  the  order,  on  the  actions  required  by 
the  order  and  on  whether  the  order  should  be  amended  to  require  a 
recall  of  such  device.  If,  after  providing  an  opportunity  for  such  a 
hearing,  the  Secretary  determines  that  inadequate  grounds  exist  to 
support  the  actions  required  by  the  order,  the  Secretary  shall  vacate 
the  order. 

(2XA)  If  after  providing  an  opportunity  for  an  informal  hearing 
under  paragraph  (1),  the  Secretary  determines  that  the  order  should 
be  amended  to  include  a  recall  of  the  device  with  respect  to  which 
the  order  was  issued,  the  Secretary  shall,  except  as  provided  in  sub- 
paragraphs (B)  and  (C),  amend  the  order  to  require  a  recall.  The 
Secretary  shall  specify  a  timetable  in  which  the  device  recall  will 
occur  and  shall  require  periodic  reports  to  the  Secretary  describing 
the  progress  of  the  recall. 

(B)  An  amended  order  under  subparagraph  (A) — 
(i)  shall — 

(I)  not  include  recall  of  a  device  from  individuals,  and 

(II)  not  include  recall  of  a  device  from  device  user  facili- 
ties if  the  Secretary  determines  that  the  risk  of  recalling 
such  device  from  the  facilities  presents  a  greater  health  risk 
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than  the  health  risk  of  not  recalling  the  device  from  use, 
and 

(ii)  shall  provide  for  notice  to  individuals  subject  to  the  risks 
associated  with  the  use  of  such  device. 
In  providing  the  notice  required  by  clause  (ii),  the  Secretary  may  use 
the  assistance  of  health  professionals  who  prescribed  or  used  such  a 
device  for  individuals.  If  a  significant  number  of  such  individuals 
cannot  be  identified,  the  Secretary  shall  notify  such  individuals 
pursuant  to  section  705(b). 

(3)  The  remedy  provided  by  this  subsection  shall  be  in  addition  to 
remedies  provided  by  subsections  (a),  (b),  and  (c). 

SEC.  312.  ADMINISTRATIVE  CIVIL  MONEY  PENALTIES. 

(a)  In  General. — Except  as  provided  in  subsection  (f),  any  person 
who— 

(1)  violates  a  requirement  of  this  Act  which  relates  to  a  drug 
or  device  or  a  requirement  of  this  Act  which  relates  to  the 
safety  of  a  food  or  a  cosmetic,  or 

(2)  in  connection  with  a  matter  under  the  jurisdiction  of  the 
Food  and  Drug  Administration  under  this  Act — 

(A)  knowingly  made  or  caused  to  be  made,  to  any  officer, 
employee,  or  agent  of  the  Department,  a  false  statement  or 
representation  with  relation  to  a  material  fact, 

(B)  knowingly  failed  to  disclose,  to  an  officer,  employee, 
or  agent  of  the  Department,  a  material  fact  which  such 
person  has  an  obligation  to  disclose, 

(C)  knowingly  bribed  or  attempted  to  bribe,  or  paid  or  at- 
tempted to  pay  an  illegal  gratuity  to,  any  officer,  employee, 
or  agent  of  the  Department. 

(D)  knowingly* destroyed,  altered,  removed,  or  secreted,  or 
procured  the  destruction,  alteration,  removal,  or  secretion 
of,  any  material  document  or  other  material  evidence 
which  was  the  property  of  or  in  the  possession  of  the  De- 
partment, for  the  purpose  of  interfering  with  the  Depart- 
ments discharge  of  its  responsibilities,  or 

(E)  knowingly  obstructed  an  investigation  of  the  Depart- 
ment, 

shall  be  liable  to  the  United  States  for  a  civil  penalty. 

(b)  Amount. — The  civil  penalty  prescribed  by  subsection  (a) 

(1)  in  the  case  of  a  violation  described  in  subsection  (a)(1)  re- 
lating to  a  drug  or  device — 

(A)  shall  not  exceed  $15,000  for  each  such  violation  if 
such  person  is  an  individual, 

(B)  shall  not  exceed  $50,000  for  each  such  violation  if 
such  person  is  not  an  individual, 

(C)  if  the  civil  penalty  is  assessed  for  multiple  violations 
of  such  requirement,  the  civil  penalty  shall  not  exceed 
$1,000,000  for  all  such  violations  adjudicated  in  a  single 
proceeding, 

(2)  in  the  case  of  a  violation  described  in  subsection  (a)(1)  re- 
lating to  the  safety  of  a  food  or  a  cosmetic — 

(A)  shall  not  exceed  $15,000  for  each  such  violation  if 
such  person  is  an  individual,  except  that  multiple  viola- 
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tions  in  a  single  day's  production  run  shall  be  considered  a 
single  violation, 

(B)  shall  not  exceed  $50,000  for  each  such  violation  if 
such  person  is  not  an  individual,  except  that  multiple  vio- 
lations in  a  single  day's  production  run  shall  be  considered 
a  single  violation, 

(C)  if  the  civil  penalty  is  assessed  for  multiple  violations 
of  such  requirement,  the  civil  penalty  shall  not  exceed 
$1,000,000  for  all  such  violations  adjudicated  in  a  single 
proceeding, 

(3)  in  the  case  of  a  violation  described  in  subsection  (a)(2) — 

(A)  shall  not  exceed  $250,000  for  each  such  violation  if 
such  person  is  an  individual,  and 

(B)  shall  not  exceed  $1,000,000  for  each  such  violation  if 
such  person  is  not  an  individual. 

(c)  Procedure. — 

(1)  In  general. — 

(A)  Action  by  the  secretary.— A  civil  penalty  under 
subsection  (a)  shall  be  asessed  by  the  Secretary  on  a  person 
by  a  written  order  made  on  the  record  after  an  opportunity 
for  an  agency  hearing  on  disputed  issues  of  material  fact 
and  the  amount  of  the  penalty.  The  Secretary  may  begin  an 
investigation  under  this  subparagraph  only  if  the  Secretary 
has  reason  to  believe  that  a  violation  subject  to  a  civil  pen- 
alty under  subsection  (a)  has  occurred.  In  the  course  of  any 
investigation  or  hearing  under  this  subparagraph,  the  Sec- 
retary may  administer  oaths  and  affirmations,  examine 
witnesses,  receive  evidence,  and  issue  subpoenas  requiring 
the  attendance  and  testimony  of  witnesses  and  the  produc- 
tion of  evidence  that  relates  to  the  matter  under  investiga- 
tion (other  than  portions  of  records  which  are  trade  secrets 
which  identify — 

(i)  a  formula  for, 

(ii)  an  ingredient  contained  in,  or 
(Hi)  a  manufacturing  process  for, 

a  flavor,  fragrance,  or  spice).  Documents  which  are  pro- 
duced in  response  to  a  subpoena  shall  be  kept  in  a  secure 
place  and  shall  be  returned  to  the  person  subpoenaed  after 
the  order,  with  respect  to  which  the  subpoena  was  issued, 
becomes  final  and  is  not  subject  to  further  review. 

(B)  Action  by  the  attorney  general. — In  lieu  of  pro- 
ceeding under  subparagraph  (A),  the  Secretary  may  author- 
ize the  Attorney  General  to  institute  a  civil  action  to  recov- 
er a  civil  money  penalty  under  subsection  (a)  in  the  amount 
prescribed  by  subsection  (b).  Such  an  action  may  be  institut- 
ed separately  from  or  in  connection  with  any  other  claim, 
civil  or  criminal,  initiated  by  the  Attorney  General  under 
this  Act. 

(2)  Amount. — In  determining  the  amount  of  a  civil  penalty 
under  paragraph  (1),  the  Secretary  or  the  court  shall  take  into 
account  the  nature,  circumstances,  extent,  and  gravity  of  the  act 
subject  to  penalty,  the  person's  ability  to  pay,  the  effect  on  the 
person 's  ability  to  continue  to  do  business,  any  history  of  prior, 
similar  acts,  the  demonstrated  good  faith  of  the  person  charged 
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in  attempting  to  achieve  compliance  with  the  provision  violated 
after  notice  by  the  Secretary  of  noncompliance,  and  such  other 
matters  as  justice  may  require. 

(3)  Limitation  on  actions. — The  Secretary  and  the  Attorney 
General  may  not  initiate  an  action  under  this  subsection  with 
respect  to  any  act  described  in  subsection  (a) — 

(A)  if  the  act  occurred  before  the  date  of  the  enactment  of 
this  section,  or 

(B)  if  the  action  was  initiated  more  than  4  years  after  the 
date  when  facts  material  to  the  act  are  known  or  reason- 
ably should  have  been  known  by  the  Secretary  but  in  no 
event  more  than  10  years  after  the  date  the  act  took  place. 

(4)  Restriction  on  criminal  actions. — If  a  civil  penalty  is 
assessed  under  paragraph  (1)  with  respect  to  an  act  described  in 
subsection  (a),  no  criminal  action  may  be  initiated  with  respect 
to  such  act. 

(d)  Judicial  Review. — Any  person  that  is  subject  of  an  adverse 
decision  under  subsection  (c)(l)(A)(i)  may  obtain  a  review  of  such  de- 
cision by  the  United  States  Court  of  Appeals  for  the  District  of  Co- 
lumbia or  for  the  circuit  in  which  the  person  resides,  by  filing  in 
such  court  (within  60  days  following  the  date  the  person  is  notified 
of  the  Secretary  s  decision)  a  petition  requesting  that  the  decision  be 
modified  or  set  aside. 

(e)  Recovery  of  Penalties. — The  Attorney  General  may  recover 
any  civil  penalty  (plus  interest  at  the  currently  prevailing  rates  from 
the  date  the  penalty  became  final)  assessed  under  subsection  (c)(1)(A) 
in  an  action  brought  in  the  name  of  the  United  States.  The  amount 
of  such  penalty,  when  the  penalty  has  become  final,  may  be  deduct- 
ed from  any  sums  then  or  later  owing  by  the  United  States  to  the 
person  against  whom  the  penalty  has  been  assessed.  In  an  action 
brought  under  this  subection,  the  validity,  amount,  and  appropriate- 
ness of  the  penalty  shall  not  be  subject  to  judicial  review. 

(f)  Exceptions. — In  the  case  of  violations  involving  devices,  sub- 
section (a)(1) —  shall  not  apply — 

(1)  to  any  person  who  violates  the  requirements  of  section 
519(a)  or  520(f)  unless  such  violation  constitutes  (A)  a  signifi- 
cant or  knowing  departure  from  such  requirements,  or  (B)  a  risk 
to  public  health, 

(2)  to  any  person  who  commits  minor  violations  of  section 
519(e)  or  519(f)  (only  with  respect  to  corrections  of  reports)  if 
such  person  demonstrates  substantial  compliance  with  such  sec- 
tion, or 

(3)  to  violations  of  section  501(a)(2)(A)  which  involve  one  or 
more  devices  which  are  not  defective. 

(g)  Minor  Violations. — Nothing  in  this  Act  shall  be  construed  as 
requiring  the  Secretary  to  initiate  an  action  under  subsection 
(c)(1)(A)  or  to  request  the  Attorney  General  to  act  under  subsection 
(c)(1)(B)  with  respect  to  a  minor  violation  if  the  Secretary  believes 
that  the  public  interest  will  be  adequately  served  by  a  suitable 
written  notice  or  warning. 


29 


CHAPTER  V— DRUGS  AND  DEVICES 

Subchapter  A — Drugs  and  Devices 

******* 

Sec.  505A.  (a)  No  person  shall  sell,  barter,  or  exchange  or  offer  for 
sale,  barter,  or  exchange  in  the  District  of  Columbia,  or  send,  carry, 
or  bring  for  sale,  barter,  or  exchange  from  any  State  or  possession 
into  any  other  State  or  possession  or  into  any  foreign  country,  or 
from  any  foreign  country  into  any  State  or  possession,  any  virus, 
therapeutic  serum,  toxic,  antitoxin,  vaccine,  blood,  blood  component 
or  derivative,  allergenic  product,  or  analogous  product,  or  arsphena- 
mine  or  its  derivatives  (or  any  other  trivalent  organic  arsenic  com- 
pound), applicable  to  the  prevention,  treatment,  or  cure  of  diseases 
or  injuries  of  man,  unless  (1)  such  virus,  serum,  toxin,  antitoxin, 
vaccine,  blood,  blood  component  or  derivative,  allergenic  product,  or 
other  product  has  been  propagated  or  manufactured  and  prepared 
at  an  establishment  holding  an  unsuspended  and  unrevoked  license, 
issued  by  the  Secretary  as  hereinafter  authorized,  to  propagate  or 
manufacture,  and  prepare  such  virus,  serum,  toxin,  antitoxin,  vac- 
cine, blood,  blood  component  or  derivative,  allergenic  product,  or 
other  product  for  sale  in  the  District  of  Columbia,  or  for  sending, 
bringing,  or  carrying  from  place  to  place  aforesaid;  and  (2)  each 
package  of  such  virus,  serum,  toxin,  antitoxin,  vaccine,  blood,  blood 
component  or  derivative,  allergenic  product,  or  other  product,  is 
plainly  marked  with  the  proper  name  of  the  article  contained  there- 
in, the  name,  address,  and  license  number  of  the  manufacturer,  and 
the  date  beyond  which  the  contents  cannot  be  expected  beyond  rea- 
sonable doubt  to  yield  their  specific  results.  The  suspension  or  revo- 
cation of  any  license  shall  not  prevent  the  sale,  barter,  or  exchange 
of  any  virus,  serum,  toxin,  antitoxin,  vaccine,  blood,  blood  compo- 
nent or  derivative,  allergenic  product,  or  other  product  aforesaid 
which  has  been  sold  and  delivered  by  the  licensee  prior  to  such  sus- 
pension or  revocation,  unless  the  owner  or  custodian  of  such  virus, 
serum,  toxin,  antitoxin,  vaccine,  blood,  blood  component  or  deriva- 
tive, allergenic  product,  or  other  product  aforesaid  has  been  notified 
by  the  Secretary  not  to  sell,  barter,  or  exchange  the  same. 

(b)  No  person  shall  falsely  label  or  mark  any  package  or  container 
or  any  virus,  serum,  toxin,  antitoxin,  vaccine,  blood,  blood  compo- 
nent or  derivative,  allergenic  product,  or  other  product  aforesaid; 
nor  alter  any  label  or  mark  on  any  package  or  container  of  any 
virus,  serum,  toxin,  antitoxin,  vaccine,  blood,  blood  component  or 
derivative,  allergenic  product,  or  other  product  aforesaid  so  as  to 
falsify  such  label  or  mark. 

(c)  Any  officer,  agent,  or  employee  of  the  Department  of  Health, 
Education,  and  Welfare,  authorized  by  the  Secretary  for  the  pur- 
pose, may  during  all  reasonable  hours  enter  and  inspect  any  estab- 
lishment for  the  propagation  or  manufacture  and  preparation  of 
any  virus,  serum,  toxin,  antitoxin,  vaccine,  blood,  blood  component 
or  derivative,  allergenic  product,  or  other  product  aforesaid  for  sale, 
barter,  or  exchange  in  the  District  of  Columbia,  or  to  be  sent,  car- 
ried, or  brought  from  any  State  or  possession  into  any  other  State  or 
possession  or  into  any  foreign  country,  or  from  any  foreign  country 
into  any  State  or  possession. 


30 


(d)  Licenses  for  the  maintenance  of  establishments  for  the  propa- 
gation or  manufacture  and  preparation  of  products  described  in  sub- 
section (a)  of  this  section  may  be  issued  only  upon  a  showing  that 
the  establishment  and  the  products  for  which  a  license  is  desired 
meet  standards,  designed  to  insure  the  continued  safety,  purity,  and 
potency  of  such  products,  prescribed  in  regulations,  and  licenses  for 
new  products  may  be  issued  only  upon  a  showing  they  meet  such 
standards.  All  such  licenses  shall  be  issued,  suspended,  and  revoked 
as  prescribed  by  regulations  and  all  licenses  issued  for  the  maiten- 
ance  of  establishment  for  the  propagation  or  manufacture  and  prep- 
aration, in  any  foreign  country,  of  any  such  products  for  sale, 
barter,  or  exchange  in  any  State  or  possession  shall  be  issued  upon 
condition  that  the  licensees  will  permit  the  inspection  of  their  estab- 
lishments in  accordance  with  subsection  (c)  of  this  section. 

(e)  No  person  shall  interfere  with  any  officer,  agent,  or  employee  of 
the  Service  in  the  performance  of  any  duty  imposed  upon  him  by 
this  section  or  by  regulations  made  by  authority  thereof 

(f)  This  section  shall  not  be  construed  to  affect,  modify,  repeal,  or 
supersede  any  other  provision  of  this  Act  and  no  other  provision  of 
this  Act  shall  be  construed  to  affect,  modify,  repeal,  or  supersede 
any  provision  of  this  section. 

(g) (1)(A)  A  partially  processed  biological  product  which  is  not  in  a 
form  applicable  to  the  prevention,  treatment,  or  cure  of  diseases  or 
injuries  of  man,  which  is  not  intended  for  sale  in  the  United  States, 
and  which  is  intended  for  further  manufacture  into  final  dosage 
form  outside  the  United  States  in  a  country  listed  under  section 
802(b)(A)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  may,  upon 
approval  of  an  application  meeting  the  requirements  of  subpara- 
graph (B),  be  exported  to  a  country  listed  under  section  802(b)(4)  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act.  The  Secretary  may  not 
approve  an  application  to  export  such  a  product  unless  the  Secretary 
determines  that  the  product  is  manufactured,  processed,  packaged, 
and  held  in  conformity  with  current  good  manufacturing  practice 
and  the  outside  of  the  shipping  package  is  labeled  with  the  follow- 
ing statement:  "This  product  may  be  sold  or  offered  for  sale  only  in 
the  following  countries:  ",  the  blank  space  being  filled  with  a  list  of 
the  countries  to  which  export  of  the  drug  is  authorized. 

(B)  An  application  for  the  export  of  a  partially  processed  biologi- 
cal product  shall — 

(i)  describe  the  partially  processed  biological  product  to  be  ex- 
ported, 

(ii)  list  each  country  to  which  the  product  is  to  be  exported, 
(Hi)  contain  a  certification  by  the  applicant  that  the  product 

will  not  be  exported  to  a  country  not  listed  under  clause  (ii), 

(iv)  identify  the  establishments  in  which  the  product  is  manu- 
factured, and 

(v)  contain  a  certification  by  the  applicant  that  the  final 
product  to  be  developed  from  the  partially  processed  product  is 
approved  in  the  country  to  which  it  is  to  be  exported  or  approv- 
al of  the  final  product  is  being  sought  in  such  country. 

(2)  A  product  described  in  paragraph  (1)  is  not  subject  to  licensure 
under  this  section. 

(3)  If  the  Secretary  determines  that  prohibiting  the  export  of  a 
product  described  in  paragraph  (1)  is  necessary  for  protection  of  the 
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public  health  in  the  United  States  or  the  country  to  which  it  is  to  be 
exported,  the  Secretary  may  not  approve  an  application  under  para- 
graph (1)  for  the  export  of  such  product. 

******* 

NOTIFICATION  AND  OTHER  REMEDIES 

Notification 

Sec.  518.  (a)  *  *  * 

*  *  *  *  * 

[Recall  Authority 

[(e)(1)  If  the  Secretary  finds  that  there  is  a  reasonable  probabili- 
ty that  a  device  intended  for  human  use  would  cause  serious  ad- 
verse health  consequences  or  death,  the  Secretary  shall  issue  an 
order  requiring  the  appropriate  person  (including  the  manufactur- 
ers, importers,  distributors,  or  retailers  of  the  device) — 

[(A)  to  immediately  cease  distribution  of  such  device,  and 
[(B)  to  immediately  notify  health  professionals  and  device 
user  facilities  of  the  order  and  to  instruct  such  professionals 
and  facilities  to  cease  use  of  such  device. 
The  order  shall  provide  the  person  subject  to  the  order  with  an  op- 
portunity for  an  informal  hearing,  to  be  held  not  later  than  10  days 
after  the  date  of  the  issuance  of  the  order,  on  the  actions  required 
by  the  order  and  on  whether  the  order  should  be  amended  to  re- 
quire a  recall  of  such  device.  If,  after  providing  an  opportunity  for 
such  a  hearing,  the  Secretary  determines  that  inadequate  grounds 
exist  to  support  the  actions  required  by  the  order,  the  Secretary 
shall  vacate  the  order. 

[(2)(A)  If,  after  providing  an  opportunity  for  an  informal  hearing 
under  paragraph  (1),  the  Secretary  determines  that  the  order 
should  be  amended  to  include  a  recall  of  the  device  with  respect  to 
which  the  order  was  issued,  the  Secretary  shall,  except  as  provided 
in  subparagraphs  (B)  and  (C),  amend  the  order  to  require  a  recall. 
The  Secretary  shall  specify  a  timetable  in  which  the  device  recall 
will  occur  and  shall  require  periodic  reports  to  the  Secretary  de- 
scribing the  progress  of  the  recall. 

[(B)  An  amended  order  under  subparagraph  (A) — 
[(i)  shall— 

[(I)  not  include  recall  of  a  device  from  individuals,  and 
[(II)  not  include  recall  of  a  device  from  device  user  facili- 
ties if  the  Secretary  determines  that  the  risk  of  recalling 
such  device  from  the  facilities  presents  a  greater  health 
risk  than  the  health  risk  of  not  recalling  the  device  from 
use,  and 

[(ii)  shall  provide  for  notice  to  individuals  subject  to  the  risk 
associated  with  the  use  of  such  device. 
In  providing  the  notice  required  by  clause  (ii),  the  Secretary  may 
use  the  assistance  of  health  professionals  who  prescribed  or  used 
such  a  device  for  individuals.  If  a  significant  number  of  such  indi- 
viduals cannot  be  identified,  the  Secretary  shall  notify  such  indi- 
viduals pursuant  to  section  705(b). 


32 


[(3)  The  remedy  provided  by  this  subsection  shall  be  in  addition 
to  remedies  provided  by  subsections  (a),  (b),  and  (c).] 

******* 
Subchapter  B — Drugs  for  Rare  Diseases  or  Conditions 

RECOMMENDATIONS  FOR  INVESTIGATIONS  OF  DRUGS  FOR  RARE  DISEASES 

OR  CONDITIONS. 

Sec.  525.  (a)  The  sponsor  of  a  drug  for  a  disease  or  condition 
which  is  rare  in  the  States  may  request  the  Secretary  to  provide 
written  recommendations  for  the  nonclinical  and  clinical  investiga- 
tions which  must  be  conducted  with  the  drug  before — 

(1)  it  may  be  approved  for  such  disease  or  condition  under 
section  505, 

(2)  if  the  drug  is  an  antibiotic,  it  may  be  certified  for  such 
disease  or  condition  under  section  507,  or 

(3)  if  the  drug  is  a  biological  product,  it  may  be  licensed  for 
such  disease  or  condition  under  [section  351  of  the  Public 
Health  Service  Act]  section  505A. 

If  the  Secretary  has  reason  to  believe  that  a  drug  for  which  a  re- 
quest is  made  under  this  section  is  a  drug  for  a  disease  or  condition 
which  is  rare  in  the  States,  the  Secretary  shall  provide  the  person 
making  the  request  written  recommendations  for  the  nonclinical 
and  clinical  investigations  which  the  Secretary  believes,  on  the 
basis  of  information  available  to  the  Secretary  at  the  time  of  the 
request  under  this  section,  would  be  necessary  for  approval  of  such 
drug  for  such  disease  or  condition  under  section  505,  certification  of 
such  drug  for  such  disease  or  condition  under  section  507,  or  licens- 
ing of  such  drug  for  such  disease  or  condition  under  [section  351  of 
the  Public  Health  Service  Act]  section  505A. 

******* 

DESIGNATION  OF  DRUGS  FOR  RARE  DISEASES  OR  CONDITIONS 

Sec.  526.  (a)(1)  The  manufacturer  or  the  sponsor  of  a  drug  may 
request  the  Secretary  to  designate  the  drug  as  a  drug  for  a  rare 
disease  or  condition.  A  request  for  designation  of  a  drug  shall  be 
made  before  the  submission  of  an  application  under  section  505(b) 
for  the  drug,  the  submission  of  an  application  for  certification  of 
the  drug  under  section  507,  or  the  submission  of  an  application  for 
licensing  of  the  drug  under  [section  351  of  the  Public  Health  Serv- 
ice Act]  section  505A.  If  the  Secretary  finds  that  a  drug  for  which 
a  request  is  submitted  under  this  subsection  is  being  or  will  be  in- 
vestigated for  a  rare  disease  or  condition  and — 

(A)  if  an  application  for  such  drug  is  approved  under  section 
505, 

(B)  if  a  certification  for  such  drug  is  issued  under  section  507, 

or 

(C)  if  a  license  for  such  drug  is  issued  under  [section  351  of 
the  Public  Health  Service  Act]  section  505A, 


33 


(b)  A  designation  of  a  drug  under  subsection  (a)  shall  be  subject 
to  the  condition  that — 

(1)  if  an  application  was  approved  for  the  drug  under  section 
505(b),  a  certificate  was  issued  for  the  drug  under  section  507, 
or  a  license  was  issued  for  the  drug  under  [section  351  of  the 
Public  Health  Service  Act]  section  505A,  the  manufacturer  of 
the  drug  will  notify  the  Secretary  of  any  discontinuance  of  the 
production  of  the  drug  at  least  one  year  before  discontinuance, 
and 

(2)  if  an  application  has  not  been  approved  for  the  drug 
under  section  505(b),  a  certificate  has  not  been  issued  for  the 
drug  under  section  507,  or  a  license  has  not  been  issued  for  the 
drug  under  [section  351  of  the  Public  Health  Service  Act]  sec- 
tion 505A  and  if  preclinical  investigations  or  investigations 
under  section  505(i)  are  being  conducted  with  the  drug  the 
manufacturer  or  sponsor  of  the  drug  will  notify  the  Secretary 
of  any  decision  to  discontinue  active  pursuit  of  approval  of  an 
application  under  section  507,  or  approval  of  a  license  under 
[section  351  of  the  Public  Health  Service  Act]  section  505 A. 

******* 

PROTECTION  FOR  DRUGS  FOR  RARE  DISEASES  OR  CONDITIONS 

Sec.  527.  (a)  Except  as  provided  in  subsection  (b),  if  the  Secre- 
tary— 

(1)  approves  an  application  filed  pursuant  to  section  505, 

(2)  issues  a  certification  under  section  507,  or 

(3)  issues  a  license  under  [section  351  of  the  Public  Health 
Service  Act]  section  505A 

for  a  drug  designated  under  section  526  for  a  rare  disease  or  condi- 
tion, the  Secretary  may  not  approve  another  application  under  sec- 
tion 505,  issue  another  certification  under  section  507,  or  issue  an- 
other license  under  [section  351  of  the  Public  Health  Service  Act] 
section  505A  for  such  drug  for  such  disease  or  condition  for  a 
person  who  is  not  the  holder  of  such  approved  application,  of  such 
certification,  or  of  such  license  until  the  expiration  of  seven  years 
from  the  date  of  the  approval  of  the  approved  application,  the  issu- 
ance of  the  certification,  or  the  issuance  of  the  license.  Section 
505(c)(2)  does  not  apply  to  the  refusal  to  approve  an  application 
under  the  preceding  sentence. 

(b)  If  an  application  filed  pursuant  to  section  505  is  approved  for 
a  drug  designated  under  section  526  for  a  rare  disease  or  condition, 
if  a  certification  is  issued  under  section  507  for  such  a  drug,  or  if  a 
license  is  issued  under  [section  351  of  the  Public  Health  Service 
Act]  section  505A  for  such  a  drug,  the  Secretary  may,  during  the 
seven-year  period  beginning  on  the  date  of  the  application  approv- 
al, of  the  issuance  of  the  certification  under  section  507,  or  of  the 
issuance  of  the  license,  approve  another  application  under  section 
505,  issue  another  certification  under  section  507,  or  issue  a  license 
under  [section  351  of  the  Public  Health  Service  Act]  section  505 A, 
for  such  drug  for  such  disease  or  condition  for  a  person  who  is  not 
the  holder  of  such  approved  application,  of  such  certification,  or  of 
such  license  if — 
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(1)  *  *  * 

******* 
CHAPTER  VII— GENERAL  ADMINISTRATIVE  PROVISIONS 

EXAMINATIONS  AND  INVESTIGATIONS 

Sec.  702.  (a)  *  *  * 

******* 

(e)  Any  officer  or  employee  of  the  Department  designated  by  the 
Secretary  to  conduct  examinations,  investigations,  or  inspections 
under  this  Act  [relating  to  counterfeit  drugs]  relating  to  counter- 
feit drugs,  the  illegal  distribution  of  steroids  or  steroid  substitutes, 
or  a  violation  of  section  301(t)  may,  when  so  authorized  by  the  Sec- 
retary— 

(1)  carry  firearms; 

(2)  execute  and  serve  search  warrants  and  arrest  warrants; 

(3)  execute  seizure  by  process  issued  pursuant  to  libel  under 
section  304; 

(4)  make  arrests  without  warrant  for  offenses  under  this  Act 
[with  respect  to  such  drugs]  if  the  offense  is  committed  in 
[his]  such  officer  or  employee's  presence  or,  in  the  case  of  a 
felony,  if  [he]  such  officer  or  employee  has  probable  cause  to 
believe  that  the  person  so  arrested  has  committed,  or  is  com- 
mitting, such  offense;  and 

*  *  *  *  *  *  * 

[FACTORY  INSPECTION 

[Sec.  704.  (a)(1)  For  purposes  of  enforcement  of  this  Act,  officers 
or  employees  duly  designated  by  the  Secretary,  upon  presenting  ap- 
propriate credentials  and  a  written  notice  to  the  owner,  operator, 
or  agent  in  charge,  are  authorized  (A)  to  enter,  at  reasonable  times, 
any  factory,  warehouse,  or  establishment  in  which  food  drugs,  de- 
vices, or  cosmetics  are  manufactured,  processed,  packed,  or  held, 
for  introduction  into  interstate  commerce  or  after  such  introduc- 
tion, or  to  enter  any  vehicle,  being  used  to  transport  or  hold  such 
food,  drugs,  devices,  or  cosmetics  in  interstate  commerce;  and  (B)  to 
inspect,  at  reasonable  times  and  within  reasonable  limits  and  in  a 
reasonable  manner,  such  factory,  warehouse,  establishment,  or  ve- 
hicle and  all  pertinent  equipment,  finished  and  unfinished  materi- 
als, containers,  and  labeling  therein.  In  the  case  of  any  factory, 
warehouse,  establishment,  or  consulting  laboratory  in  which  pre- 
scription drugs  or  restricted  devices  are  manufactured,  processed, 
packed,  or  held,  inspection  shall  extend  to  all  things  therein  (in- 
cluding records,  files,  papers,  processes,  controls,  and  facilities) 
bearing  on  whether  prescription  drugs  or  restricted  devices  which 
are  adulterated  or  misbranded  within  the  meaning  of  this  Act,  or 
which  may  not  be  manufactured,  introduced  into  interstate  com- 
merce, or  sold,  or  offered  for  sale  by  reason  of  any  provision  of  this 
Act,  have  been  or  are  being  manufactured,  processed,  packed, 
transported,  or  held  in  any  such  place,  or  otherwise  bearing  on  vio- 
lation of  this  Act.  No  inspection  authorized  by  the  preceding  sen- 
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tence  or  by  paragraph  (3)  shall  extend  to  financial  data,  sales  data 
other  than  shipment  data,  pricing  data,  personnel  data  (other  than 
data  as  to  qualifications  of  technical  and  professional  personnel 
performing  functions  subject  to  this  Act),  and  research  data  (other 
than  data  relating  to  new  drugs,  antibiotic  drugs,  and  devices  and 
subject  to  reporting  and  inspection  under  regulations  lawfully 
issued  pursuant  to  section  505  (i)  or  (j),  section  507  (d)  or  (g),  section 
519,  or  520(g),  and  data  relating  to  other  drugs  or  devices  which  in 
the  case  of  a  new  drug  would  be  subject  to  reporting  or  inspection 
under  lawful  regulations  issued  pursuant  to  section  505(j).  A  sepa- 
rate notice  shall  be  given  for  each  such  inspection,  but  a  notice 
shall  not  be  required  for  each  entry  made  during  the  period  cov- 
ered by  the  inspection.  Each  such  inspection  shall  be  commenced 
and  completed  with  reasonable  promptness. 

[(2)  The  provisions  of  the  second  sentence  of  paragraph  (1)  shall 
not  apply  to — 

[(A)  pharmacies  which  maintain  establishments  in  conform- 
ance with  any  applicable  local  laws  regulating  the  practice  of 
pharmacy  and  medicine  and  which  are  regularly  engaged  in 
dispensing  prescription  drugs  or  devices,  upon  prescriptions  of 
practitioners  licensed  to  administer  such  drugs  or  devices  to 
patients  under  the  care  of  such  practitioners  in  the  course  of 
their  professional  practice,  and  which  do  not,  either  through  a 
subsidiary  or  otherwise,  manufacture,  prepare,  propagate,  com- 
pound, or  process  drugs  or  devices  for  sale  other  than  in  the 
regular  course  of  their  business  of  dispensing  or  selling  drugs 
or  devices  at  retail; 

[(B)  practitioners  licensed  by  law  to  prescribe  or  administer 
drugs,  or  prescribe  or  use  devices,  as  the  case  may  be,  and  who 
manufacture,  prepare,  propagate,  compound,  or  process  drugs, 
or  manufacture  or  process  devices  solely  for  use  in  the  course 
of  their  professional  practice; 

[(C)  persons  who  manufacture,  prepare,  propagate,  com- 
pound, or  process  drugs,  or  manufacture  or  process  devices 
solely  for  use  in  research,  teaching,  or  chemical  analysis  and 
not  for  sale; 

[(D)  such  other  classes  of  persons  as  the  Secretary  may  by 
regulation  exempt  from  the  application  of  this  section  upon  a 
finding  that  inspection  as  applied  to  such  classes  of  persons  in 
accordance  with  this  section  is  not  necessary  for  the  protection 
of  the  public  health. 
[(3)  An  officer  or  employee  making  an  inspection  under  para- 
graph (1)  for  purposes  of  enforcing  the  requirements  of  section  412 
applicable  to  infant  formulas  shall  be  permitted,  at  all  reasonable 
times,  to  have  access  to  and  to  copy  and  verify  any  records — 

[(A)  bearing  on  whether  the  infant  formula  manufactured 
or  held  in  the  facility  inspected  meets  the  requirements  of  sec- 
tion 412,  or 

[(B)  required  to  be  maintained  under  section  412. 
[(b)  Upon  completion  of  any  such  inspection  of  a  factory,  ware- 
house, consulting  laboratory,  or  other  establishment,  and  prior  to 
leaving  the  premises,  the  officer  or  employee  making  the  inspection 
shall  give  to  the  owner,  operator,  or  agent  in  charge  a  report  in 
writing  setting  forth  any  conditions  or  practices  observed  by  him 
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which,  in  his  judgment,  indicate  that  any  food,  drug,  device,  or  cos- 
metic in  such  establishment  (1)  consists  in  whole  or  in  part  of  any 
filthy,  putrid,  or  decomposed  substance,  or  (2)  has  been  prepared, 
packed,  or  held  under  insanitary  conditions  whereby  it  may  have 
become  contaminated  with  filth,  or  whereby  it  may  have  been  ren- 
dered injurious  to  health.  A  copy  of  such  report  shall  be  sent 
promptly  to  the  Secretary. 

[(c)  If  the  officer  or  employee  making  any  such  inspection  of  a 
factory,  warehouse,  or  other  establishment  has  obtained  any 
sample  in  the  course  of  the  inspection,  upon  completion  of  the  in- 
spection and  prior  to  leaving  the  premises  he  shall  give  to  the 
owner,  operator,  or  agent  in  charge  a  receipt  describing  the  sam- 
ples obtained. 

[(d)  Whenever  in  the  course  of  such  inspection  of  a  factory  or 
other  establishment  where  food  is  manufactured,  processed,  or 
packed,  the  officer  or  employee  making  the  inspection  obtains  a 
sample  of  any  such  food,  and  an  analysis  is  made  of  such  sample 
for  the  purpose  of  ascertaining  whether  such  food  consists  in  whole 
or  in  part  of  any  filthy,  putrid,  or  decomposed  substance,  or  is  oth- 
erwise unfit  for  food,  a  copy  of  the  results  of  such  analysis  shall  be 
furnished  promptly  to  the  owner,  operator,  or  agent  in  charge. 

[(e)  Every  person  required  under  section  519  or  520(g)  to  main- 
tain records  and  every  person  who  is  in  charge  or  custory  of  such 
records  shall,  upon  request  of  an  officer  or  employee  designated  by 
the  Secretary,  permit  such  officer  or  employee  at  all  reasonable 
times  to  have  access  to,  and  to  copy  and  verify,  such  records.] 

SEC.  701  INSPECTIONS. 

(a)  In  General. — For  purposes  of  enforcement  of  this  Act,  officers 
and  employees  duly  designated  by  the  Secretary,  upon  presenting  ap- 
propriate credentials  and  a  written  notice  to  the  owner,  operator,  or 
agent  in  charge  of  the  facility  inspected,  are  authorized,  except  as 
provided  in  subsections  (b)  and  (c),  to  carry  out  the  following: 

(1)  To  enter  and  inspect  at  reasonable  times,  within  reasona- 
ble limits,  and  in  a  reasonable  manner — 

(A)  any  factory,  warehouse,  or  establishment,  including 
consulting  laboratories  (hereinafter  collectively  referred  to 
as  a  "facility")  in  which — 

(i)  foods,  drugs,  devices,  or  cosmetics,  or 

(ii)  packaging,  labeling,  or  containers  for  such  arti- 
cles, 

are  manufactured,  processed,  packed,  held  for  introduction 
into  interstate  commerce  or  after  such  introduction,  and 

(B)  any  vehicle  being  used  to  transport  or  hold  such  arti- 
cles in  interstate  commerce. 

(2)  To  collect  and  retain  samples  of  articles  referred  to  in 
paragraph  (1),  packaging,  labeling,  or  containers  of  such  arti- 
cles found  during  an  inspection  under  such  paragraph  and 
bearing  on  whether  such  articles  are  in  violation  of  this  Act. 

(3)  To  have  access  to,  to  copy,  and  to  verify  records — 

(A)  relating  to  foods,  drugs,  devices,  or  cosmetics,  and 

(B)  which  were  generated  by  or  for  a  person  who  is  regu- 
lated under  this  Act, 
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for  the  purpose  of  determining  whether  a  violation  of  this  Act 
has  occurred,  except  that  no  access  is  authorized  by  this  para- 
graph to  records  which  were  generated  by  an  attorney  who  is 
not  an  officer  or  employee  of  the  person  inspected  in  the  records 
relate  to  the  attorney-client  relationship  which  such  attorney 
had  with  the  person  for  whom  the  records  were  generated  or  to 
records  which  were  generated  by  an  advertiser  who  is  not  an  of- 
ficer or  employee  of  the  person  inspected  if  the  records  relate  to 
advertising.  If  a  person  to  be  inspected  is  provided  within  a  rea- 
sonable time  before  the  inspection  with  a  written  description  of 
the  records  which  the  inspector  intends  to  inspect  under  this 
paragraph,  such  person  shall  make  such  records  available  to 
the  inspector  at  the  time  of  inspection. 

(4)  To  use  photographic  equipment  to  document  apparent  vio- 
lations of  this  Act  observed  in  such  inspection.  Copies  of  photo- 
graphs made  under  this  paragraph  shall  be  given  to  the  person 
in  charge  of  the  facility  or  vehicle  which  is  inspected  and  shall 
not  be  disclosed  under  section  552  of  title  5,  United  States  Code. 
Photographs  which  are  made  under  this  paragraph  shall  be 
kept  in  a  secure  place,  shall  only  be  used  in  connection  with 
action  taken  on  the  basis  of  the  inspection  under  which  the 
photographs  were  made,  and  shall  be  destroyed  when  no  action 
by  the  Secretary  will  be  taken  on  the  basis  of  such  inspection, 
(b)  Scope. — 

(1)  Foods  and  cosmetics. — An  inspection  under  subsection  (a) 
pertaining  to  a  food  or  cosmetic  shall  extend  to  all  things  (in- 
cluding equipment,  finished  and  unfinished  materials,  contain- 
ers, labeling,  records,  files,  papers,  processes,  controls,  and  fa- 
cilities) bearing  on  whether  the  articles  are  in  violation  of  this 
Act,  except  that  such  inspection  of  records  shall  be  limited  to 
records  or  portions  of  records  which  contain  information  as  fol- 
lows: 

(A)  Except  as  provided  in  subsection  (c)(2),  provide  the 
identity  and  amount  of  the  ingredients  used  in  a  food  or 
cosmetic.  In  the  case  of  records  described  in  this  subpara- 
graph which  are  trade  secrets,  the  person  in  control  of  such 
records  may,  in  lieu  of  allowing  them  to  be  inspected,  pro- 
vide to  the  inspector  a  list  identifying  the  ingredients  used 
in  a  food  or  cosmetic  in  the  facility  or  vehicle  being  inspect- 
ed. 

(B)  Provide  the  results  of  quality  control  tests  that  per- 
tain to  pesticide  residues,  microbiological  contaminants,  or 
other  hazards  presented  by  the  food  or  cosmetic  or  that  per- 
tain to  requirements  under  section  403(q)  or  403(r). 

(C)  Provide  information  pertaining  to  the  movement  of 
the  food  or  cosmetic  in  commerce  or  the  holding  of  the  arti- 
cle during  or  after  such  movement. 

(D)  Provide  information  pertaining  to  consumer  com- 
plaints relating  to  the  safety  of  the  food  or  cosmetic.  Such 
information  shall  not  be  disclosed  under  section  552  of  title 
5,  United  States  Code. 

(E)  Provide  the  temperature  at  which  the  food  is  proc- 
essed and  the  time  taken  to  process  the  article. 
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(2)  Drugs  and  devices. — An  inspection  under  subsection  (a) 
of  a  drug  or  device  shall  extend  to  all  things  (including  equip- 
ment, finished  and  unfinished  materials,  containers,  labeling, 
records,  files,  papers,  processes,  controls,  and  facilities)  bearing 
on  whether  the  articles  are  in  violation  of  this  Act. 

(3)  Infant  formulas. — An  officer  or  employee  making  an  in- 
spection under  subsection  (a)  for  purposes  of  enforcing  the  re- 
quirements of  section  41%  applicable  to  infant  formulas  shall  be 
permitted,  at  all  reasonable  times,  to  have  access  to,  to  copy, 
and  to  verify  any  records — 

(A)  bearing  on  whether  the  infant  formula  manufactured 
or  held  in  the  facility  inspected  meets  the  requirements  of 
section  412;  or 

(B)  required  to  be  maintained  under  section  412. 
(c)  Limit  a  tions.  — 

(1)  Inspection  sites. — No  inspection  under  subsection  (a)(1) 
shall  extend  to — 

(A)  pharmacies  which  maintain  establishments  in  con- 
formance with  any  applicable  local  laws  regulating  the 
practice  of  pharmacy  and  medicine  and  which  are  regular- 
ly engaged  in  dispensing  prescription  drugs  or  devices,  upon 
prescriptions  of  practitioners  licensed  to  administer  such 
drugs  or  devices  to  patients  under  the  care  of  such  practi- 
tioners in  the  course  of  their  professional  practice,  and 
which  do  not,  either  through  a  subsidiary  or  otherwise, 
manufacture,  prepare,  propagate,  compound,  or  process 
drugs  or  devices  for  sale  other  than  in  the  regular  course  of 
their  business  of  dispensing  or  selling  drugs  or  devices  at 
retail; 

(B)  practitioners  licensed  by  law  to  prescribe  or  adminis- 
ter drugs,  or  prescribe  or  use  devices,  as  the  case  may  be, 
and  who  manufacture,  prepare,  propagate,  compound,  or 
process  drugs,  or  manufacture  or  process  devices  solely  for 
use  in  the  course  of  their  professional  practice; 

(C)  persons  who  manufacture,  prepare,  propagate,  com- 
pound, or  process  drugs,  or  manufacture  or  process  devices 
solely  for  use  in  research,  teaching,  or  chemical  analysis 
and  not  for  sale;  or 

(D)  such  other  classes  of  persons  as  the  Secretary  may  by 
regulation  exempt  from  the  application  of  such  inspection 
upon  a  finding  that  inspection  as  applied  to  such  classes  of 
persons  in  accordance  with  subsection  (a)  is  not  necessary 
for  the  protection  of  the  public  health. 

(2)  Records. — No  inspection  under  subsection  (a)  shall  extend 
to  records  disclosing  financial  data,  sales  data  other  than  ship- 
ment data,  pricing  data,  personnel  data  (other  than  data  as  to 
qualifications  of  technical  and  professional  personnel  perform- 
ing functions  subject  to  this  Act),  and  research  data  (other  than 
data  relating  to  new  drugs,  antibiotic  drugs,  and  devices  and 
subject  to  reporting  and  inspection  under  regulations  lawfully 
issued  pursuant  to  section  505  (i)  or  (j),  section  507  (d)  or  (g),  sec- 
tion 519,  or  520(g),  data  relating  to  other  drugs  or  devices  which 
in  the  case  of  a  new  drug  would  be  subject  to  reporting  or  in- 
spection under  lawful  regulations  issued  pursuant  to  section 
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5050),  or  other  data  relating  to  a  food  or  cosmetic  which  data 
are  subject  to  similar  reporting  and  inspection  requirements),  or 
portions  of  records  which  are  trade  secrets  which  identify — 

(A)  a  formula  for, 

(B)  an  ingredient  contained  in, 

(C)  a  manufacturing  process  for, 

a  flavor,  fragrance,  or  spice  for  a  food  or  cosmetic.  Documents 
which  are  produced  in  response  to  an  inspection  shall  be  kept  in 
a  secure  place. 

(3)  Notice. — A  separate  written  notice  shall  be  given  for  each 
inspection  under  subsection  (a),  but  a  notice  shall  not  be  re- 
quired for  each  entry  made  during  the  period  covered  by  the  in- 
spection. Each  such  inspection  shall  be  commenced  and  com- 
pleted with  reasonable  promptness. 

(4)  Relief. — Any  information  obtained  under  an  inspection 
under  subsection  (a)  shall  be  obtained  with  a  minimum  burden 
on  persons  inspected,  especially  persons  operating  small  busi- 
nesses. Unnecessary  duplication  of  efforts  in  obtaining  informa- 
tion under  such  an  inspection  shall  be  reduced  to  the  maximum 
extent  feasible. 

(d)  Completion. — Upon  completion  of  any  inspection  under  sub- 
section (a)  of  a  factory,  warehouse,  consulting  laboratory,  or  other  es- 
tablishment, and  before  leaving  the  premises,  the  officer  or  employee 
making  the  inspection  shall  give  to  the  owner,  operator,  or  agent  in 
charge  a  report  in  writing  setting  forth  any  conditions  or  practices 
observed  by  such  officer  or  employee  which,  in  the  officer  or  employ- 
ees judgment,  indicate  that  any  food,  drug,  device,  or  cosmetic  in 
such  establishment — 

(1)  consists  in  whole  or  in  part  of  any  filthy,  putrid,  or 
decomposed  substance; 

(2)  has  been  prepared,  packed,  or  held  under  unsanitary 
conditions  whereby  it  may  have  become  contaminated  with 
filth,  or  whereby  it  may  have  been  rendered  injurious  to 
health;  or 

(3)  is  otherwise  in  violation  of  this  Act. 

A  copy  of  such  report  shall  be  sent  promptly  to  the  Secretary. 

(e)  Samples.— 

(1)  In  general. — If  the  officer  or  employee  making  an  inspec- 
tion under  subsection  (a)  of  a  factory,  warehouse,  or  other  estab- 
lishment has  obtained  any  sample  in  the  course  of  the  inspec- 
tion, upon  completion  of  the  inspection  and  before  leaving  the 
premises  the  officer  or  employee  shall  give  to  the  owner,  opera- 
tor, or  agent  in  charge  a  receipt  describing  the  samples  ob- 
tained. 

(2)  Samples.  —  Whenever  in  the  course  of  an  inspection  under 
subsection  (a)  of  a  factory  or  other  establishment,  the  officer  or 
employee  making  the  inspection  obtains  a  sample  of  any  such 
article,  and  an  analysis  is  made  of  such  sample  for  the  purpose 
of  ascertaining  whether  such  article  consists  in  whole  or  in  part 
of  any  filthy,  putrid,  or  decomposed  substance,  is  otherwise 
unfit,  or  is  otherwise  in  violation  of  this  Act,  a  copy  of  the  re- 
sults of  such  anslysis  shall  be  furnished  promptly  to  the  owner, 
operator,  or  agent  in  charge. 

(f)  Records  and  Reports. — 
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(1)  In  general. — Each  manufacturer,  importer,  and  distribu- 
tor of  articles  regulated  under  this  Act  and  each  owner,  opera- 
tor, or  agent  in  charge  of  a  factory,  warehouse,  consulting  labo- 
ratory, or  other  establishment  subject  to  inspection  under  sub- 
section (a)  shall  retain  records  subject  to  inspection  under  sub- 
section (a)  for  4  years. 

(2)  Devices. — Every  person  required  under  section  519  or 
520(g)  to  maintain  records  and  every  person  who  is  in  charge  or 
custody  of  such  records  shall,  upon  request  of  an  officer  or  em- 
ployee designated  by  the  Secretary,  permit  such  officer  or  em- 
ployee at  all  reasonable  times  to  have  access  to,  and  to  copy  and 
verify,  such  records. 

******* 

PRESUMPTION 

Sec.  709.  In  any  action  to  enforce  the  requirements  of  this  Act 
respecting  a  [device]  food,  drug,  device,  or  cosmetic,  the  connec- 
tion with  interstate  commerce  required  for  jurisdiction  in  such 
action  shall  be  presumed  to  exist. 

******* 

CHAPTER  VIII— IMPORTS  AND  EXPORTS 
[imports  and  exports 

[Sec.  801.  (a)  The  Secretary  of^the  Treasury  shall  deliver  to  the 
Secretary  of  Health  and  Human  Services,  upon  his  request,  sam- 
ples of  food,  drugs,  devices,  and  cosmetics  which  are  being  imported 
or  offered  for  import  into  the  United  States,  giving  notice  thereof 
to  the  owner  or  consignee,  who  may  appear  before  the  Secretary  of 
Health  and  Human  Services  and  have  the  right  to  introduce  testi- 
mony. The  Secretary  of  Health  and  Human  Services  shall  furnish 
to  the  Secretary  of  the  Treasury  a  list  of  establishments  registered 
pursuant  to  subsection  (i)  of  section  510  and  shall  request  that  if 
any  drugs  or  devices  manufactured,  prepared,  propagated,  com- 
pounded, or  processed  in  an  establishment  not  so  registered  are  im- 
ported or  offered  for  import  into  the  United  States,  samples  of  such 
drugs  or  devices  be  delivered  to  the  Secretary  of  Health  and 
Human  Services,  with  notice  of  such  delivery  to  the  owner  or  con- 
signee, who  may  appear  before  the  Secretary  of  Health  and  Human 
Services  and  have  the  right  to  introduce  testimony.  If  it  appears 
from  the  examination  of  such  samples  or  otherwise  that  (1)  such 
article  has  been  manufactured,  processed,  or  packed  under  insani- 
tary conditions  or,  in  the  case  of  a  device,  the  methods  used  in,  or 
the  facilities  or  controls  used  for,  the  manufacture,  packing,  stor- 
age, or  installation  of  the  device  do  not  conform  to  the  require- 
ments of  section  520(f),  or  (2)  such  article  is  forbidden  or  restricted 
in  sale  in  the  country  in  which  it  was  produced  or  from  which  it 
was  exported,  or  (3)  such  article  is  adulterated,  misbranded,  or  in 
violation  of  section  505,  then  such  article  shall  be  refused  admis- 
sion, except  as  provided  in  subsection  (b)  of  this  section.  The  Secre- 
tary of  the  Treasury  shall  cause  the  destruction  of  any  such  article 
refused  admission  unless  such  article  is  exported  under  regulations 
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prescribed  by  the  Secretary  of  the  Treasury,  within  ninety  days  of 
the  date  of  notice  of  such  refusal  or  within  such  additional  time  as 
may  be  permitted  pursuant  to  such  regulations.  Clause  (2)  of  the 
third  sentence  of  this  paragraph  shall  not  be  construed  to  prohibit 
the  admission  of  narcotic  drugs  the  importation  of  which  is  permit- 
ted under  the  Controlled  Substances  Import  and  Export  Act. 

[(b)  Pending  decision  as  to  the  admission  of  an  article  being  im- 
ported or  offered  for  import,  the  Secretary  of  the  Treasury  may  au- 
thorize delivery  of  such  article  to  the  owner  or  consignee  upon  the 
execution  by  him  of  a  good  and  sufficient  bond  providing  for  the 
payment  of  such  liquidated  damages  in  the  event  of  default  as  may 
be  required  pursuant  to  regulations  of  the  Secretary  of  the  Treas- 
ury. If  it  appears  to  the  Secretary  of  Health  and  Human  Services 
that  an  article  included  within  the  provisions  of  clause  (3)  of  sub- 
section (a)  of  this  section  can,  by  relabeling  or  other  action,  be 
brought  into  compliance  with  the  Act  or  rendered  other  than  a 
food,  drug,  device,  or  cosmetic,  final  determination  as  to  admission 
of  such  article  may  be  deferred  and,  upon  filing  of  timely  written 
application  by  the  owner  or  consignee  and  the  execution  by  him  of 
a  bond  as  provided  in  the  preceding  provisions  of  this  subsection, 
the  Secretary  may,  in  accordance  with  regulations,  authorize  the 
applicant  to  perform  such  relabeling  or  other  action  specified  in 
such  authorization  (including  destruction  or  export  of  rejected  arti- 
cles or  portions  thereof,  as  may  be  specified  in  the  Secretary's  au- 
thorization). All  such  relabeling  or  other  action  pursuant  to  such 
authorization  shall  in  accordance  with  regulations  be  under  the  su- 
pervision of  an  officer  or  employee  of  the  Department  of  Health 
and  Human  Services  designated  by  the  Secretary,  or  an  officer  or 
employee  of  the  Department  of  the  Treasury  designated  by  the  Sec- 
retary of  the  Treasury. 

[(c)  All  expenses  (including  travel,  per  diem  or  subsistence,  and 
salaries  of  officers  or  employees  of  the  United  States)  in  connection 
with  the  destruction  provided  for  in  subsection  (a)  of  this  section 
and  the  supervision  of  the  relabeling  or  other  action  authorized 
under  the  provisions  of  subsection  (b)  of  this  section,  the  amount  of 
such  expenses  to  be  determined  in  accordance  with  regulations, 
and  all  expenses  in  connection  with  the  storage,  cartage,  or  labor 
with  respect  to  any  article  refused  admission  under  subsection  (a) 
of  this  section,  shall  be  paid  by  the  owner  or  consignee  and,  in  de- 
fault of  such  payment,  shall  constitute  a  lien  against  any  future 
importations  made  by  such  owner  or  consignee. 

[(d)(1)  Except  as  provided  in  paragraph  (2),  no  drug  subject  to 
section  503(b)  which  is  manufactured  in  a  State  and  exported  may 
be  imported  into  the  United  States  unless  the  drug  is  imported  by 
the  person  who  manufactured  the  drug. 

[(2)  The  Secretary  may  authorize  the  importation  of  a  drug  the 
importation  of  which  is  prohibited  by  paragraph  (1)  if  the  drug  is 
required  for  emergency  medical  care. 

[(e)(1)  A  food,  drug,  device,  or  cosmetic  intended  for  export  shall 
not  be  deemed  to  be  adulterated  or  misbranded  under  this  Act  if 
it— 

[(A)  accords  to  the  specifications  of  the  foreign  purchaser, 
[(B)  is  not  in  conflict  with  the  laws  of  the  country  to  which 
it  is  intended  for  export, 
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[(C)  is  labeled  on  the  outside  of  the  shipping  package  that  it 
is  intended  for  export,  and 

[(D)  is  not  sold  or  offered  for  sale  in  domestic  commerce. 
This  paragraph  does  not  authorize  the  exportation  of  any  new 
animal  drug,  or  an  animal  feed  bearing  or  containing  a  new  animal 
drug,  which  is  unsafe  within  the  meaning  of  section  512. 
[(2)  Paragraph  (1)  does  not  apply  to  any  device — 

[(A)  which  does  not  comply  with  an  applicable  requirement 
of  section  514  or  515, 

[(B)  which  under  section  520(g)  is  exempt  from  either  such 
section,  or 

[(C)  which  is  a  banned  device  under  section  516, 
unless,  in  addition  to  the  requirements  of  paragraph  (1),  the  Secre- 
tary has  determined  that  the  exportation  of  the  device  is  not  con- 
trary to  public  health  and  safety  and  has  the  approval  of  the  coun- 
try to  which  it  is  intended  for  export.] 

SEC.  801  IMPORTS  AND  EXPORTS, 
(a)  In  General. — 

(1)  Notice  and  samples. — 

(A)  In  general. — The  Secretary  of  the  Treasury  shall 
notify  the  Secretary  of  Health  and  Human  Services  of  food, 
drugs,  devices  and  cosmetics  which  are  being  imported  or 
offered  for  import  into  the  United  States.  The  Secretary  of 
the  Treasury  shall  deliver  to  the  Secretary  of  Health  and 
Human  Services,  upon  the  Secretary's  request,  samples  of 
such  food,  drugs,  devices,  and  cosmetics. 

(B)  Drugs  and  devices. — The  Secretary  of  Health  and 
Human  Services  shall  furnish  to  the  Secretary  of  the  Treas- 
ury a  list  of  establishments  registered  pursuant  to  section 
510(i).  If  the  Secretary  of  the  Treasury  determines  that  any 
drug  or  device  imported  or  offered  for  import  into  the 
United  States  was  manufactured,  prepared,  propagated, 
compounded,  or  processed  in  an  establishment  not  regis- 
tered under  such  section,  the  Secretary  of  the  Treasury 
shall  provide  the  Secretary  of  Health  and  Human  Services 
with  samples  of  such  drug  or  device. 

(C)  Claims. — The  owner  or  consignee  of  an  article,  a 
sample  of  which  was  delivered  to  the  Secretary  of  Health 
and  Human  Services  or  was  examined  under  this  para- 
graph, may  not  make  a  claim  for  a  payment  for  such 
sample  if  the  article  was  refused  admission. 

(D)  Procedure. — If  a  sample  of  an  article  is  delivered  to 
the  Secretary  of  Health  and  Human  Services  under  sub- 
paragraph (A)  or  (B),  the  Secretary  of  the  Treasury  shall 
give  notice  of  such  delivery  to  the  owner  or  consignee  of 
such  article.  Such  owner  or  consignee  shall  be  given  a  rea- 
sonable opportunity  to  present  views  and  to  introduce  testi- 
mony to  the  Secretary  of  Health  and  Human  Services  re- 
specting the  admission  of  such  article.  The  Secretary  of 
Health  and  Human  Services  shall  receive  such  views  and 
testimony  and  reach  a  final  decision  pertaining  to  such  ar- 
ticle within  10  days  of  the  date  the  Secretary  of  the  Treas- 
ury takes  such  sample.  Such  10-day  period  may  be  ex- 
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tended  (but  not  to  exceed  30  days)  by  the  Secretary  of 
Health  and  Human  Services  for  such  additional  time  as  is 
necessary  to  analyze  the  sample  of  such  article. 

(2)  Authorization  of  delivery  before  admission. — Pend- 
ing a  decision  as  to  the  admission  of  an  article  being  offered  for 
import,  the  Secretary  of  the  Treasury  may  authorize  delivery  of 
such  article  to  the  owner  or  consignee  upon  the  execution  by  the 
owner  or  consignee  of  a  good  and  sufficient  bond  providing  for 
the  payment  of  such  liquidated  damages  in  the  event  of  default 
as  may  be  required  pursuant  to  regulations  of  the  Secretary  of 
the  Treasury.  If  the  owner  or  consignee  has  defaulted  2  times  on 
a  bond  required  by  this  subsection  within  the  previous  12 
months,  the  bond  shall  be  equal  to  at  least  3  times  the  invoice 
value.  If  an  owner  or  consignee  defaults  on  a  bond  which  is 
subject  to  the  increased  valuation,  no  delivery  may  be  made 
under  this  paragraph  to  the  owner  or  consignee  for  twelve 
months  after  such  default. 

(3)  Refusal  of  admission. — 

(A)  In  general. — If  it  appears  from  the  examination  by 
the  Secretary  of  Health  and  Human  Services  of  samples  of 
an  article  provided  under  paragraph  (1)  or  otherwise  that — 

(i)  such  article  has  been  manufactured,  processed,  or 
packed  under  unsanitary  conditions,  or,  in  the  case  of 
a  device,  the  methods  used  in,  or  the  facilities  or  con- 
trols used  for,  the  manufacture,  packing,  storage,  or  in- 
stallation of  the  device  do  not  conform  to  the  require- 
ments of  section  520(f),  or 

(ii)  such  article  is  adulterated,  misbranded,  or  in  vio- 
lation of  this  Act, 

such  article  shall  be  refused  admission,  except  as  provided 
in  paragraph  (2). 

(B)  Inspection  refusal.— The  Secretary  of  the  Treasury, 
at  the  request  of  the  Secretary  of  Health  and  Human  Serv- 
ices, may  refuse  the  admission  of  any  article  manufactured 
or  produced  in  any  foreign  establishment  for  which  an  in- 
spection by  an  officer  or  employee  duly  designated  by  the 
Secretary  of  Health  and  Human  Services  was  refused. 

(b)  Correction  of  Deficiency.— If  it  appears  to  the  Secretary  of 
Health  and  Human  Services  that  an  article  described  in  subsection 
(a)(3)(A)(ii)  can,  by  relabeling  or  other  action,  be  brought  into  com- 
pliance with  this  Act  or  rendered  other  than  a  food,  drug,  device,  or 
cosmetic,  final  determination  as  to  admission  of  such  article  may  be 
deferred.  Upon  filing  of  timely  written  application  by  the  owner  or 
consignee  and  the  execution  by  the  owner  or  consignee  of  a  bond  as 
provided  in  subsection  (a)(2),  the  Secretary  may,  in  accordance  with 
regulations,  authorize  the  applicant  to  perform  such  action  specified 
in  such  authorization.  All  such  action  pursuant  to  such  authoriza- 
tion shall  be  under  the  supervision  of  an  officer  or  employee  of  the 
Department  of  Health  and  Human  Services  designated  by  the  Secre- 
tary, or  an  officer  or  employee  of  the  Department  of  the  Treasury 
designated  by  the  Secretary  of  the  Treasury. 

(c)  Refused  Articles. — As  to  any  article  which  is  refused  admis- 
sion under  subsection  (a)(3) — 
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(1)  in  the  case  of  an  article  which  the  Secretary  of  Health  and 
Human  Services  finds,  after  affording  the  owner  or  consignee 
an  opportunity  to  correct  the  deficiency  which  caused  the  article 
to  be  in  violation  of  this  Act  and  for  an  informal  hearing,  that 
there  is  a  reasonable  probability  that  the  use  of,  or  exposure  to, 
such  article  will  cause  serious  adverse  health  consequences  or 
death,  the  Secretary  of  the  Treasury  shall  cause  the  destruction 
of  such  article — 

(A)  in  not  less  than  10  days  after  the  date  of  a  decision  in 
a  hearing;  or 

(B)  is  not  less  than  10  days  after  the  date  of  the  notice  of 
such  refusal, 

whichever  is  later;  or 

(2)  in  the  case  of  any  other  article,  the  Secretary  of  the  Treas- 
ury shall  cause  the  destruction  of  such  article  unless  such  arti- 
cle is  exported  or  the  owner  or  consignee  has  corrected  the  defi- 
ciency which  caused  the  article  to  be  in  violation  of  this  Act 
within  90  days  of  the  date  of  notice  of  such  refusal  or  within 
such  additional  time  as  may  be  prescribed  pursuant  to  regula- 
tions of  the  Secretary  of  Health  and  Human  Services. 

A  decision  on  a  hearing  under  paragraph  (1)  is  final  agency  action. 

(d)  Mark. — If  an  article  which  is  refused  admission  is  to  be  ex- 
ported, the  Secretary  of  the  Treasury  shall  require  the  importer  of 
such  article  to  mark  it  "United  States  Refused  Entry"  before  it 
is  exported  and  to  report  to  the  Secretary  the  intended  destination  of 
such  article.  Before  such  an  article  may  be  exported,  the  Secretary  of 
the  Treasury  shall  certify  to  the  Secretary  of  Health  and  Human 
Services  that  the  article  has  been  marked  as  required. 

(e)  Payment  of  Expenses. — All  expenses  (including  travel,  per 
diem  or  subsistence,  and  salaries  of  officers  or  employees  of  the 
United  States)  in  connection  with  the  destruction  provided  for  in 
subsection  (c)  and  the  supervision  of  the  relabeling  or  other  action 
authorized  under  subsection  (b),  the  amount  of  such  expenses  to  be 
determined  in  accordance  with  regulations,  and  all  expenses  in  con- 
nection with  the  storage,  cartage,  or  labor  with  respect  to  any  article 
refused  admission  under  subsection  (a),  shall  be  paid  by  the  owner 
or  consignee  and,  in  default  of  such  payment,  shall  constitute  a  lien 
against  any  future  importations  made  by  such  owner  or  consignee. 

(f)  Prescription  Drugs. — 

(1)  Import  restriction. — Except  as  provided  in  paragraph 
(2),  no  drug  subject  to  section  503(b)  which  is  manufactured  in  a 
State  and  exported  may  be  imported  into  the  United  States 
unless  the  drug  is  imported  by  the  person  who  manufactured 
the  drug. 

(2)  Authority  to  import. — The  Secretary  may  authorize  the 
importation  of  a  drug  the  importation  of  which  is  prohibited  by 
paragraph  (1)  if  the  drug  is  required  for  emergency  medical 
care. 

(g)  Export  Authority. — 

(1)  Exports. — A  food,  drug,  device,  or  cosmetic  intended  for 
export  shall  not  be  deemed  to  be  adulterated  or  misbranded 
under  this  Act  if  it — 

(A)  accords  to  the  specifications  of  the  foreign  purchaser; 
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(B)  is  not  in  conflict  with  the  laws  of  the  country  to 
which  it  is  intended  for  export; 

(C)  is  labeled  on  the  outside  of  the  shipping  package  that 
it  is  intended  for  export;  and 

(D)  is  not  sold  or  offered  for  sale  in  domestic  commerce. 
This  paragraph  does  not  authorize  the  exportation  of  any  new- 
animal  drug,  or  an  animal  feed  hearing  or  containing  a  new 
animal  drug,  which  is  unsafe  within  the  meaning  of  section 
512. 

(2)  Application. — Paragraph  (1)  does  not  apply  to  any 
device — 

(A)  which  does  not  comply  with  an  applicable  require- 
ment of  section  514  or  515, 

(B)  which  under  section  520(g)  is  exempt  from  either  such 
section;  or 

(C)  which  is  a  banned  device  under  section  516, 

unless,  in  addition  to  the  requirements  of  paragraph  (l\  the 
Secretary  has  determined  that  the  exportation  of  the  device  is 
not  contrary  to  public  health  and  safety  and  has  the  approval 
of  the  country  to  which  it  is  intended  for  export. 

EXPORTS  OF  CERTAIN  UNAPPROVED  PRODUCTS 

Sec.  802.  (a)  A  drug  (including  a  biological  product)  intended  for 
human  or  animal  use — 
(1)  which — 

(A)  requires  approval  by  the  Secretary  under  section  505 
or  section  512,  or 

(B)  requires  licensing  by  the  Secretary  under  [section 
351  of  the  Public  Health  Service  Act]  section  505 A  or  by 
the  Secretary  of  Agriculture  under  the  Act  of  March  4. 
1913  (known  as  the  Virus  Serum  Toxin  Act;, 

(b)(1)  A  drug  (including  a  biological  product)  may,  upon  approval 
of  an  application  submitted  under  paragraph  (3),  be  exported  if — 
(A)  the  drug  contains  the  same  active  ingredient  as  a — 

(i)  *  *  * 

******* 

(ii)  biological  product  for  human  use — 

(I)  which  has  an  exemption  under  section  505(i),  and 

(II)  for  which  licensing  of  the  biological  product 
under  [section  351  of  the  Public  Health  Service  Act] 
section  505A  is  actively  being  pursued  by  the  person 
who  has  the  exemption, 

******* 

(C)  an  application  for  the  drug  under  section  505  or  512. 
[section  351  of  the  Public  Health  Service  Act]  section  505 A. 
or  the  Virus-Serum  Toxin  Act  has  not  been  disapproved  by  an 
order  of  the  Secretary  under  section  505(d)  [or  512(d)  or  351  of 
the  Public  Health  Service  Act],  505A,  or  512(d)  or  by  the  Sec- 
retary of  Agriculture  in  the  case  of  an  application  under  the 
Virus-Serum  Toxin  Act, 
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(C)  the  withdrawal  of  an  application  by  the  holder  under 
section  505  or  512,  [section  351  of  the  Public  Health  Serv- 
ice Act]  section  505 A,  or  the  Virus-Serum  Toxin  Act,  and 
******* 

(d)  A  drug  authorized  to  be  exported  to  a  country  under  an  appli- 
cation approved  under  subsection  (b)  may  not  be  exported  to  such 
country  if — 

(1)  an  approval  of  such  drug  is  withdrawn  by  such  country, 

(2)  the  drug  is  withdrawn  from  sale  in  such  country, 

(3)  the  Secretary  issues  an  order  refusing  to  approve  an  ap- 
plication of  the  holder  of  such  application  under  section  505  or 
512,  [section  351  of  the  Public  Health  Service  Act]  section 
505 A,  or  the  Virus-Serum  Toxin  Act,  or 

(4)  an  application  for  such  drug  such  section  or  Act  is  with- 
drawn or  if  an  exemption  for  such  drug  under  section  505(i)  or 
512(j)  or  the  authority  granted  for  such  drug  to  prepare  an  ex- 
perimental drug  product  under  the  Virus-Serum  Toxin  Act  is 
withdrawn  and  no  application  for  approval  of  such  drug  has 
been  submitted  under  section  505  or  512,  [section  351  of  the 
Public  Health  Service  Act]  section  505A,  or  the  Virus-Serum 
Toxin  Act. 

******* 
CHAPTER  IX— MISCELLANEOUS 

EFFECTIVE  DATE  AND  REPEALS 

Sec.  902.  (a)  *  *  * 

******* 

(c)  Nothing  contained  in  this  Act  shall  be  construed  as  in  any 
way  affecting,  modifying,  repealing,  or  superseding  [the  provisions 
of  section  351  of  Public  Health  Service  Act  (relating  to  viruses, 
serum,  toxins,  and  analogous  products  applicable  to  man);]  section 
505a;  the  virus,  serum,  toxin,  and  analogous  products  provisions, 
applicable  to  domestic  animals,  of  the  Act  of  Congress  approved 
March  4,  1913  (37  Stat.  832-833);  the  Filled  Cheese  Act  of  June  6, 
1896  (U.S.C.,  1946  ed.,  title  26,  ch.  17,  sees.  2350-2362);  the  Filled 
Milk  Act  of  March  4,  1923  (U.S.C.  1946  ed.,  title  21,  ch.  3,  sees.  61- 
64);  or  the  Import  Milk  Act  of  February  15,  1927  (U.S.C,  1946  ed., 
title  21,  ch.  4,  sees.  141-149). 


PUBLIC  HEALTH  SERVICE  ACT 

TITLE  II— ADMINISTRATION 

******* 

ORPHAN  PRODUCTS  BOARD 

Sec.  227.  (a)  *  *  * 

******* 

(c)  In  the  case  of  drugs  for  rare  diseases  or  conditions  the  Board 
shall— 
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(1)  *  *  * 

******* 

(5)  with  the  consent  of  the  sponsor  of  a  drug  for  a  rare  dis- 
ease or  condition  exempt  under  section  505(i)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  or  regulations  issued  under  such 
section,  inform  physicians  and  the  public  respecting  the  avail- 
ability of  such  drug  for  such  disease  or  condition  and  inform 
physicians  and  the  public  respecting  the  availability  of  drugs 
approved  under  section  505(c)  of  such  Act  or  licensed  under 
[section  351  of  this  Act}  section  505A  of  such  Act  for  rare  dis- 
eases or  conditions. 

******* 

TITLE  III— GENERAL  POWERS  AND  DUTIES  OF  PUBLIC 
HEALTH  SERVICE 

Part  A — Research  and  Investigation 

******* 

Part  F — Licensing — Biological  Products  and  Clinical 
Laboratories 

Subpart  1 — Biological  Products 

[regulation  of  biological  products 

[Sec.  351.  (a)  No  person  shall  sell,  barter,  or  exchange,  or  offer 
for  sale,  barter,  or  exchange  in  the  District  of  Columbia,  or  send, 
carry,  or  bring  for  sale,  barter,  or  exchange  from  any  State  or  pos- 
session into  any  other  State  or  possession  or  into  any  foreign  coun- 
try, or  from  any  foreign  country  into  any  State  or  possession,  any 
virus,  therapeutic  serum,  toxin,  antitoxin,  vaccine,  blood,  blood 
component  or  derivative,  allergenic  product,  or  analogous  product, 
or  arsphenamine  or  its  derivatives  (or  any  other  trivalent  organic 
arsenic  compound),  applicable  to  the  prevention,  treatment,  or  cure 
of  diseases  or  injuries  of  man,  unless  (1)  such  virus,  serum,  toxin, 
antitoxin,  vaccine,  blood,  blood  component  or  derivative,  allergenic 
product,  or  other  product  has  been  propagated  or  manufactured 
and  prepared  at  an  establishment  holding  an  unsuspended  and  un- 
revoked license,  issued  by  the  Secretary  as  hereinafter  authorized, 
to  propagate  or  manufacture,  and  prepare  such  virus,  serum,  toxin, 
antitoxin,  vaccine,  blood,  blood  component  or  derivative,  allergenic 
product,  or  other  product  for  sale  in  the  District  of  Columbia,  or  for 
sending,  bringing,  or  carrying  from  place  to  place  aforesaid;  and  (2) 
each  package  of  such  virus,  serum,  toxin,  antitoxin,  vaccine,  blood, 
blood  component  or  derivative,  allergenic  product,  or  other  product 
is  plainly  marked  with  the  proper  name  of  the  article  contained 
therein,  the  name,  address,  and  license  number  of  the  manufactur- 
er, and  the  date  beyond  which  the  contents  cannot  be  expected 
beyond  reasonable  doubt  to  yield  their  specific  results.  The  suspen- 
sion or  revocation  of  any  license  shall  not  prevent  the  sale,  barter, 
or  exchange  of  any  virus,  serum,  toxin,  antitoxin,  vaccine,  blood, 
blood  component  or  derivative,  allergenic  product,  or  other  product 
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aforesaid  which  has  been  sold  and  delivered  by  the  licensee  prior 
to  such  suspension  or  revocation,  unless  the  owner  or  custodian  of 
such  virus,  serum,  toxin,  antitoxin,  vaccine,  blood,  blood  component 
or  derivative,  allergenic  product,  or  other  product  aforesaid  has 
been  notified  by  the  Secretary  not  to  sell,  barter,  or  exchange  the 
same. 

[(b)  No  person  shall  falsely  label  or  mark  any  package  or  con- 
tainer or  any  virus,  serum,  toxin,  antitoxin,  vaccine,  blood,  blood 
component  or  derivative,  allergenic  product,  or  other  product  afore- 
said; nor  alter  any  label  or  mark  on  any  package  or  container  of 
any  virus,  serum,  toxin,  antitoxin,  vaccine,  blood,  blood  component 
or  derivative,  allergenic  product,  or  other  product  aforesaid  so  as  to 
falsify  such  label  or  mark. 

[(c)  Any  officer,  agent,  or  employee  of  the  Department  of  Health 
and  Human  Services,  authorized  by  the  Secretary  for  the  purpose, 
may  during  all  reasonable  hours  enter  and  inspect  any  establish- 
ment for  the  propagation  or  manufacture  and  preparation  of  any 
virus,  serum,  toxin,  antitoxin,  vaccine,  blood,  blood  component  or 
derivative,  allergenic  product,  or  other  product  aforesaid  for  sale, 
barter,  or  exchange  in  the  District  of  Columbia,  or  to  be  sent,  car- 
ried, or  brought  from  any  State  or  possession  into  any  other  State 
or  possession  or  into  any  foreign  country,  or  from  any  foreign  coun- 
try into  any  State  or  possession. 

[(d)(1)  Licenses  for  the  maintenance  of  establishments  for  the 
propagation  or  manufacture  and  preparation  of  products  described 
in  subsection  (a)  of  this  section  may  be  issued  only  upon  a  showing 
that  the  establishment  and  the  products  for  which  a  license  is  de- 
sired meet  standards,  designed  to  insure  the  continued  safety, 
purity,  and  potency  of  such  products,  prescribed  in  regulations,  and 
licenses  for  new  products  may  be  issued  only  upon  a  showing  that 
they  meet  such  standards.  All  such  licenses  shall  be  issued,  sus- 
pended, and  revoked  as  prescribed  by  regulations  and  all  licenses 
issued  for  the  maintenance  of  establishment  for  the  propagation  or 
manufacture  and  preparation,  in  any  foreign  country,  of  any  such 
products  for  sale,  barter,  or  exchange  in  any  State  or  possession 
shall  be  issued  upon  condition  that  the  licensees  will  permit  the  in- 
spection of  their  establishments  in  accordance  with  subsection  (c)  of 
this  section. 

[(2)(A)  Upon  a  determination  that  a  batch,  lot,  or  other  quantity 
of  a  product  licensed  under  this  section  presents  an  imminent  or 
substantial  hazard  to  the  public  health,  the  Secretary  shall  issue 
an  order  immediately  ordering  the  recall  of  such  batch,  lot,  or 
other  quantity  of  such  product.  An  order  under  this  paragraph 
shall  be  issued  in  accordance  with  section  554  of  title  5,  United 
States  Code. 

[(B)  Any  violation  of  subparagraph  (A)  shall  subject  the  violator 
to  a  civil  penalty  of  up  to  $100,000  per  day  of  violation.  The 
amount  of  a  civil  penalty  under  this  subparagraph  shall,  effective 
December  1  of  each  year  beginning  1  year  after  the  effective  date 
of  this  subparagraph,  be  increased  by  the  percent  change  in  the 
Consumer  Price  Index  for  the  base  quarter  of  such  year  over  the 
Consumer  Price  Index  for  the  base  quarter  of  the  preceding  year, 
adjusted  to  the  nearest  Vio  of  1  percent.  For  purposes  of  this  sub- 
paragraph, the  term  base  quarter,  as  used  with  respect  to  a  year, 
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means  the  calendar  quarter  ending  on  September  30  of  such  year 
and  the  price  index  for  a  base  quarter  is  the  arithmetical  mean  of 
such  index  for  the  3  months  comprising  such  quarter. 

[(e)  No  person  shall  interfere  with  any  officer,  agent,  or  employ- 
ee of  the  Service  in  the  performance  of  any  duty  imposed  upon  him 
by  this  section  or  by  regulations  made  by  authority  thereof. 

[(f)  Any  person  who  shall  violate,  or  aid  or  abet  in  violating,  any 
of  the  provisions  of  this  section  shall  be  punished  upon  conviction 
by  a  fine  not  exceeding  S500  or  by  imprisonment  not  exceeding  one 
year,  or  by  both  such  fine  and  imprisonment,  in  the  discretion  of 
the  court. 

[(g)  Nothing  contained  in  this  Act  shall  be  construed  as  in  any 
way  affecting,  modifying,  repealing,  or  superseding  the  provision  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act  (U.S.C.,  1940  edition, 
title  21,  ch.  9). 

[(h)(1)(A)  A  partially  processed  biological  product  which  is  not  in 
a  form  applicable  to  the  prevention,  treatment,  or  cure  of  diseases 
or  injuries  of  man,  which  is  not  intended  for  sale  in  the  United 
States,  and  which  is  intended  for  further  manufacture  into  final 
dosage  form  outside  the  United  States  in  a  country  listed  under 
section  802(b)(A)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  may, 
upon  approval  of  an  application  meeting  the  requirements  of  sub- 
paragraph (B),  be  exported  to  a  country  listed  under  section 
802(b)(4)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act.  The  Secre- 
tary may  not  approve  an  application  to  export  such  a  product 
unless  the  Secretary  determines  that  the  product  is  manufactured, 
processed,  packaged,  and  held  in  conformity  with  current  good 
manufacturing  practice  and  the  outside  of  the  shipping  package  is 
labeled  with  the  following  statement:  "This  product  may  be  sold  or 
offered  for  sale  only  in  the  following  countries:  the  blank 

space  being  filled  with  a  list  of  the  countries  to  which  export  of  the 
drug  is  authorized. 

[(B)  An  application  for  the  export  of  a  partially  processed  biolog- 
ical product  shall — 

[(i)  describe  the  partially  processed  biological  product  to  be 
exported, 

[(h)  list  each  country  to  which  the  product  is  to  be  exported, 
[(iii)  contain  a  certification  by  the  applicant  that  the  prod- 
uct will  not  be  exported  to  a  country  not  listed  under  clause 
(ii), 

fc(iv)  identify  the  establishments  in  which  the  product  is 
manufactured,  and 

[(v)  contain  a  certification  by  the  applicant  that  the  final 
product  to  be  developed  from  the  partially  processed  product  is 
approved  in  the  country  to  which  it  is  to  be  exported  or  ap- 
proval of  the  final  product  is  being  sought  in  such  country. 
[(2)  A  product  described  in  paragraph  (1)  is  not  subject  to  licen- 
sure under  this  section. 

[(3)  If  the  Secretary  determines  that  prohibiting  the  export  of  a 
product  described  in  paragraph  (1)  is  necessary  for  protection  of  the 
public  health  in  the  United  States  or  the  country  to  which  it  is  to 
be  exported,  the  Secretary  may  not  approve  an  application  under 
paragraph  (1)  for  the  export  of  such  product.] 
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PREPARATION  OF  BIOLOGICAL  PRODUCTS 

Sec.  352.  (a)  The  Service  may  prepare  for  its  own  use  any  product 
described  in  [section  351]  section  505 A  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  and  any  product  necessary  to  carrying  out  any  of 
the  purposes  of  section  301. 

(b)  The  Service  may  prepare  any  product  described  in  [section 
351]  section  505 A  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  for 
the  use  of  other  Federal  departments  or  agencies,  and  public  or  pri- 
vate agencies  and  individuals  engaged  in  work  in  the  field  of  medi- 
cine when  such  product  is  not  available  from  establishments  li- 
censed under  such  section. 

*  *  *  *  *  ..u  ./• 

TITLE  XXI— VACCINES 

Subtitle  1 — National  Vaccine  Program 

******* 

Part  B — Additional  Remedies 

STANDARDS  OF  RESPONSIBILITY 

Sec.  2122.  (a)  General  Rule. — Except  as  provided  in  subsections 
(b),  (c),  and  (e)  State  law  shall  apply  to  a  civil  action  brought  for 
damages  for  a  vaccine-related  injury  or  death. 

(b)  Unavoidable  Adverse  Side  Effects;  Warnings. — 

^■jj  *  *  * 

(2)  For  purposes  of  paragraph  (1),  a  vaccine  shall  be  pre- 
sumed to  be  accompanied  by  proper  directions  and  warnings  if 
the  vaccine  manufacturer  sho  ws  that  it  complied  in  all  mate- 
rial respects  with  all  requirements  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  [and  section  351  of  the  Public  Health 
Service  Act]  (including  regulations  issued  under  such  provi- 
sions) applicable  to  the  vaccine  and  related  to  vaccine-related 
injury  or  death  for  which  the  civil  action  was  brought  unless 
the  plaintiff  shows — 
(A)  *  *  * 

******* 

TRIAL 

Sec.  2123.  (a)  *  *  * 

******* 

(d)  Punitive  Damages. — 

^•j^  *  *  * 

(2)  If  in  such  an  action  the  manufacturer  shows  that  it  com- 
plied, in  all  material  respects,  with  all  requirements  under  the 
Federal  Food,  Drug,  and  Cosmetic  Act  and  the  Public  Health 
Service  Act  applicable  to  the  vaccine  and  related  to  the  vaccine 
injury  or  death  with  respect  to  which  the  action  was  brought, 
the  manufacturer  shall  not  be  held  liable  for  punitive  damages 
unless  the  manufacturer  engaged  in — 
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(A)  fraud  or  intentional  and  wrongful  withholding  of  in- 
formation from  the  Secretary  during  any  phase  of  a  pro- 
ceeding for  approval  of  the  vaccine  under  [section  351] 
section  505 A  of  such  Act, 

******* 


SECTION  28  OF  THE  INTERNAL  REVENUE  CODE  OF  1986 

SEC.  28.  CLINICAL  TESTING  EXPENSES  FOR  CERTAIN  DRUGS  FOR  RARE 
DISEASES  OR  CONDITIONS. 

(a)  *  *  * 

(b)  Qualified  Clinical  Testing  Expenses. — For  purposes  of  this 
section — 

(1)  *  *  * 

(2)  Clinical  testing  . — 

(A)  In  general. — The  term  "clinical  testing"  means  any 
human  clinical  testing — 

(i)  *  *  * 

(ii)  which  occurs — 

(I)  *  *  * 

(II)  before  the  date  on  which  an  application  with 
respect  to  such  drug  is  approved  under  section 
505(b)  or  507  of  such  Act  or,  if  the  drug  is  a  biolog- 
ical product,  before  the  date  on  which  a  license  for 
such  drug  is  issued  under  [section  351  of  the 
Public  Health  Service  Act]  section  505A  of  such 
Act;  and 


SECTION  156  OF  TITLE  35,  UNITED  STATES  CODE 
§  156.  Extension  of  patent  term 

(a)  *  *  * 

******* 

(f)  For  the  purposes  of  this  section: 

(1)  *  *  * 

*  *  *  *  -  *  *  * 

(4)(A)  Any  reference  to  section  351  is  a  reference  to  [section 
351  of  the  Public  Health  Service  Act]  section  505A  of  the  Fed- 
eral Food,  Drug,  and  Cosmetic  Act. 

******* 

(g)  For  purposes  of  this  section,  the  term  "regulatory  review 
period"  has  the  following  meanings: 

(1)(A)  *  *  * 

(B)  The  regulatory  review  period  for  a  new  drug,  antibiotic 
drug,  or  humanbiological  product  is  the  sum  of — 

(i)  the  period  beginning  on  the  date  an  exemption 
under  subsection  (i)  of  section  505  or  subsection  (d)  of  sec- 
tion 507  became  effective  for  the  approved  product  and 
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ending  on  the  date  an  application  was  initially  submitted 
for  such  drug  product  under  section  [351]  505 A,  505,  or 
507,  and 

(ii)  the  period  beginning  on  the  date  the  application  was 
initially  submitted  for  the  approved  product  under  [sec- 
tion 351]  section  505 A,  subsection  (b)  of  section  505,  or  sec- 
tion 507  and  ending  on  the  date  such  application  was  ap- 
proved under  such  section. 


DISSENTING  VIEWS  ON  H.R.  3642 


We  strongly  oppose  passage  of  H.R.  3642,  Food,  Drug  Cosmetic, 
and  Device  Enforcement  Amendments.  The  bill  would  amend  the 
Food,  Drug,  and  Cosmetic  Act  to  give  significant  new  enforcement 
authority  to  the  Food  and  Drug  Administration  (FDA).  The  addi- 
tion of  new  enforcement  authority  is  completely  unnecessary.  For 
this  reason,  the  President  has  stated  that  he  would  veto  any  legis- 
lation granting  FDA  substantial  new  enforcement  powers. 

The  current  statute  provides  ample  enforcement  authority  to 
FDA.  A  brief  review  of  enforcement  mechanisms  currently  avail- 
able to  FDA  clearly  demonstrates  this.  First,  violations  of  many 
provisions  of  the  Act  are  criminal  acts.  But,  there  is  no  require- 
ment that  the  violation  was  committed  willfully,  intentionally,  or 
negligently.  What  other  Federal  crimes  carry  such  strict  criminal 
liability  without  the  need  to  prove  knowledge  and  intent? 

Second,  FDA  may  seize  any  lot  or  shipment  of  a  food,  drug, 
device  or  cosmetic  that  is  adulterated  or  misbranded.  If  the  manu- 
facturer of  such  product  contests  the  seizure,  the  determination 
whether  the  product  is  in  violation  of  the  Act  is  made  by  a  judge.  A 
third  tool  often  used  by  the  FDA,  along  or  in  conjunction  with  a 
seizure,  is  publicity.  The  threat  of  publicity  resulting  in  the  loss  of 
consumer  confidence  and  the  removal  of  products  from  store 
shelves  may  be  the  most  powerful  enforcement  mechanism  at 
FDA's  disposal. 

Finally,  FDA  can  seek  an  injunction  from  a  Federal  district 
court  to  restrain  any  violation  of  the  Act.  Given  this  broad  array  of 
potential  sanctions,  how  can  anyone  claim  that  FDA  needs  greater 
authority? 

Not  only  does  FDA  have  ample  authority,  the  agency  has  used 
that  authority  to  significantly  increase  the  frequency  and  severity 
of  enforcement  actions.  As  of  May  1992,  FDA  has  referred  25  crimi- 
nal cases  to  the  Department  of  Justice  (DOJ),  compared  with  43  in 
all  of  1991  and  25  in  1990.  FDA  has  also  referred  79  seizure  cases 
and  16  injunction  cases  to  DOJ,  compared  with  166  seizures  and  21 
injunctions  all  of  last  year  and  144  seizures  and  9  injunctions  in 
1990.  Do  these  numbers  depict  an  agency  that  is  not  enforcing  the 
law?  Hardly. 

FDA  is  also  taking  steps  to  improve  the  current  enforcement 
processes.  First,  FDA  developed  a  new  warning  letter  which  re- 
places the  regulatory  letter  and  the  notice  of  adverse  findings 
letter.  The  single  warning  letter  notifies  the  company  that  FDA 
considers  the  violations  to  be  serious.  The  single  warning  letter 
also  enables  FDA  to  take  enforcement  action  without  further 
notice. 

Second,  the  procedure  for  revealing  and  referring  criminal  cases 
has  been  streamlined.  For  cases  that  involve  clear  criminal  fraud, 
FDA  has  committed  to  referring  these  cases  to  the  Department  of 
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Justice  within  30  days  of  receipt.  Third,  a  new  injunction  process 
has  reduced  from  15  to  5  the  number  of  steps  that  precede  referral 
of  an  injunction  to  the  Office  of  General  Counsel.  FDA's  action  in- 
dicates that  lack  of  enforcement  authority  is  not  a  problem,  but 
that  the  process  can  be  improved  through  more  effective  implemen- 
tation of  that  authority. 

Industry  compliance  with  the  law  is  generally  motivated  by 
three  factors:  customer  confidence  in  the  safety  of  a  product,  fear 
of  liability  litigation,  and  certainty  that  the  law  will  be  enforced. 
The  number  of  enforcement  mechanisms  available  is  not  a  factor. 

In  addition  to  our  position  that  FDA  does  not  need  any  greater 
enforcement  authority,  we  have  several  specific  concerns  about 
H.R.  3642.  The  most  serious  concern  relates  to  the  inadequacy  of 
the  protection  afforded  industry  trade  secrets.  The  bill  would  give 
FDA  broad  new  records  inspection  authority,  but  it  falls  far  short 
of  protecting  companies'  vital,  competitively  sensitive  trade  secret 
information.  Companies  invest  substantial  resources  in  the  develop- 
ment of  product  formulations  and  manufacturing  processes.  These 
trade  secrets  are  critical  to  a  company's  ability  to  compete  in  the 
market  place.  For  example,  everyone  knows  what  is  in  V-8  Juice; 
what  we  do  not  know  is  the  proportion  of  each  of  those  eight  vege- 
table juices.  And  most  cereals  contain  the  same  basic  ingredient, 
but  what  makes  them  unique  are  the  manufacturing  techniques. 
These  trade  secrets  need  as  much  protection  as  flavors,  fragrances, 
and  spices,  but  the  legislation  provides  no  assurance  that  they  will 
not  be  compromised. 

The  bill  also  contains  very  broad  administrative  recall  and  em- 
bargo provisions  which  do  not  provide  for  adequate  due  process 
protections  that  would  grant  the  company  the  right  to  defend  itself 
on  a  factual  or  legal  basis  before  such  an  order  takes  effect.  Any 
failure  to  comply  with  these  orders  would  be  considered  a  criminal 
violation  of  the  Act. 

The  bill  also  provides  access  to  a  company's  quality  control 
records.  As  a  result,  companies  with  the  best  quality  control  pro- 
grams would  be  most  at  risk  of  self-incrimination.  Quality  control 
records  will  offer  a  roadmap  for  technical  violations  of  the  Act 
which  have  been  found  and  corrected  internally.  Some  companies 
may  choose  not  to  keep  such  records. 
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Finally,  there  is  no  evidence  that  there  are  risks  to  the  public 
health  and  safety  which  are  not  already  addressed  by  the  FDA's 
existing  enforcement  authority. 

For  all  these  reasons,  we  strongly  oppose  passage  of  H.R.  3642. 
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